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

1. Welcome 





Rachel Ramoni, DMD, ScD
2. Updates:






Karen Jeans, Ph.D.

1.  Continued Delay in Implementation of Three Policy Areas for VHA Directive 1200.01, Research and Development Committee (January 24, 2019)

On August 7, 2019, ORD announced to the VA research community a continuation of the delay in implementation of three policy areas within VHA Directive 1200.01.  ORO has agreed to refrain from making facility-level noncompliance findings until January 20, 2020 pertaining to, and enforcing compliance with, the following three policy areas:

a.
Paragraphs 5.h.(9); 5.i., and 5.l.(3) – Establishment of Research & Development Committee Conflict of Interest Committees for review of the OGE Form 450 Alternative – VA, Research Financial Conflict of Interest Statement.  ORD is working with the Office of General Counsel Ethics Specialty Team to resolve issues.  VA Facilities should continue following their procedures developed prior to the release of the revised VHA Directive 1200.01 for identifying and managing financial conflicts of interest for VA Investigators. 

b.
Paragraphs 5.h.(6), 5.j, and 5.k – Completion of Information System Security Officer (ISSO) and Privacy Officer (PO) review before any VA study is given final approval. ORD is working with the Office of Information Security and VHA Privacy to resolve issues.  NOTE:  All VA human subjects studies (including exempt research) must continue to have an ISSO and PO review prior to the study receiving final R&D Committee approval, and such reviews must be documented.  This requirement will continue to be enforced by ORO.  

c.
Paragraph 10.c. – Use of Material Transfer Agreements (MTA) for transfer of biospecimens from VA in collaborative research activities. ORD is working with the Office of General Counsel and the Technology Transfer Program to resolve issues and obtain approval for the templates developed to support the policy.



2. Urban Myths about what will happen on January 20, 2019 - .114 Cooperative Research Provisions of the 2018 Requirements (revised Common Rule)

ORD is aware that there are 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.  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.

3.  NIH Single IRB Policy and VA Research
ORD is aware of misunderstandings regarding the NIH Single IRB (sIRB) policy.  The NIH sIRB Policy provides an exception for sites that would be prohibited from relying on an sIRB due to federal, state, or tribal law, regulation, or policy.  The NIH sIRB Policy does not provide a categorical exception for VA sites participating in NIH-funded or NIH-conducted multisite studies. However, there are VA policies and federal laws that often preclude or render it infeasible for VA sites in NIH-conducted or NIH-funded multisite studies to rely on a sIRB or for non-VA sites to rely on a VA sIRB. VA and NIH are working together to issue a joint VA-NIH Frequently Asked Question clarifying that It is not the intent of the NIH sIRB Policy to exclude VA sites from participating in NIH-funded or NIH-conducted multisite studies.  NIH recognizes that when it is against VA policy or infeasible for a VA site to rely on a sIRB or for non-VA sites to rely on a VA sIRB, the exception to the NIH sIRB policy will apply for VA sites participating in the specific NIH-funded or NIH-conducted study if a request is submitted and approved by the NIH.  A request for exception to the NIH sIRB policy must be submitted to the NIH Office of Science Policy by email:  SingleIRBPolicy@mail.nih.gov.  The institution submitting the grant application usually submits these requests. 

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

ORPP&E will be conducting a national IRB and R&D Committee Workshop on August 20-21, 2019 at Crystal City.  

3. 
Year end budget update



Allen S. Dunlow
Mr. Dunlow provided a year end budget update.  He reviewed the status of Prior Year dollars out in the field and reminded stations that if they have not provided him a plan to show how they plan to execute prior year money, they need to get that in.  He also reminded the field that they needed to make sure their reimbursable accounts were in line.
He notified the field that funding would be distributed in early September for the most recent ShEEP/LAMb approved items.  Funding would be FY1920 funds but would not count against the station 4% carryover target.  The intent is to have funds in the field so that purchase orders could be put in place with contracting at the start of the year.  Trying to help contracting help us.  If we can get actions to contracting early in the year, we can alleviate the crunch that usually occurs in the summer as everyone gets ready for year end.  

Mr. Dunlow also informed the field that he intends to distribute 1st and 2nd quarter CC101 in early September as he did last year.  

4. Service Updates

· CSR&D Updates



Terri Gleason, Ph.D.
It was our honor to present the Barnwell Award to Dr Michael Shlipak, San Francisco VA Medical Center in July.  Mike is a tremendous example and asset to clinical research with respect to refining and defining kidney disease diagnostic approaches and clinical treatments. The San Francisco VA held a very heartwarming event following a scientific town hall. 
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A lot of news on the career development front:  BL and CS held the traditional summer session with our career development awardees, and we were delighted to meet these awardees here in person where they had the opportunity to meet many staff and here different perspectives about VA research careers, including time with their program officer.  In my time with the group, one thing identified as challenging for this group was how to initially set themselves up and get their projects started in terms of spending money – via contracting and hiring.  I plan to meet with the national group of AO’s to talk through this challenge for CADE awardees in particular to determine how we might smooth the path for our newest investigators when they do meet with success with our funding.
2019 CADE SYMPOSIUM ATTENDEES
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We conducted our first review of the new psychiatry career development awards, at the CDA1 and CDTA levels, and are pleased to announce the selection of one new CDA1, and one new CDTA.  Please note this review was the only one we conducted off cycle to give new applicants a jump start; going forward this will revert to usual BL and CS cycles with the next round of applications due Sept 15 and the next LOI deadline Nov 1

Please note for the November 1 LOI deadline, CSRD will be publishing new instructions related to clinical trials when proposed by career development awardees.  These instructions will ask for information that will be closely aligned to what is required for a trial LOI, to ensure we have the necessary level of specificity related to clinical trials when we review an LOI.
Lastly, CSRD plans to launch our service e-newsletter within the month – we’ll be sure to let folks know how to receive this if the initial mailing needs to be updated with anyone else’s email contact.
· BLR&D Updates


Christopher T. Bever, Jr., M.D., MBA
Notes for Program Review, Fall 2019:

· Applications are due September 9 to take advantage of the full 2-day correction window. The last possible date to submit is September 11. 

· As applications are being prepared please review the updated panel purview. We have updated our list of panels. The EPIDEMIOLOGY panel has been discontinued. Epidemiological applications will be reviewed in the subject matter panels. We think these applications will receive a better and more consistent application on the subject matter panels.

· The Mental Health and Behavior panels have been expanded to 3: MHBA, MHBC and MHBP

· Mental Health and Behavioral Sciences-Clinical [MHBC]. MHBC reviews clinical studies of the etiology, pathobiology, diagnosis and treatment of psychiatric and behavioral disorders including psychotic disorders, mood and anxiety disorders. In addition, this panel reviews all mental/behavioral disorder clinical trials, with the exception of those focused on PTSD. This panel DOES NOT review projects focused on Post-Traumatic Stress Disorder; PTSD studies will be reviewed in MHBP. 

· Mental Health and Behavioral Sciences-PTSD [MHBP]. MHBP reviews clinical studies of the etiology, pathobiology, diagnosis and treatment of Post-Traumatic Stress Disorder.  In addition, MHBP will review clinical trials for the pharmacological and non-pharmacological treatment of PTSD.  

· The Neurobiology panel purviews have been restated with greater specificity. Additionally, the panels have been expanded to include Neurobiology P. NURP reviews research applications that study the anatomical, biochemical, and/or molecular basis of algesia (pain), analgesia, and analgesic tolerance in humans and animal models. Clinical treatment approaches emphasizing non-opioids and other analgesics are also reviewed in NURP.

Notes for Program Review, Spring 2020:

· Letters of intent for Career Development, Clinical Trials, Pre-IND studies of Drugs and Biologics, Validation Studies of Importance to Veteran Health, and Career Development for VA Psychiatrists are due November 1.
· Note: LOIs for epidemiological applications are no longer required.

BIOMEDICAL LABORATORY RESEARCH AND DEVELOPMENT SERVICE

2019 William S. Middleton Award:

This year the Middleton Award is shared by two internationally recognized VA scientists: Seven M. Dubinett, MD of the VA Greater Los Angeles Healthcare System and Michael R. Zile, MD of the Ralph H. Johnson VA Medical Center. Dr. Dubinett is recognized for his basic to translational studies which have helped to inform his ongoing immunotherapy clinical trials in lung cancer. Dr. Zile is recognized for his ground-breaking basic to translational studies that have helped identify new therapeutic targets in the treatment aimed at left ventricular remodeling in heart failure patients with preserved ejection fraction. Both scientists embody bench to bedside to bench research.


2020 Middleton Award nominations:

The due date for nomination packets is February 1, 2020.

Survey Assessing Investigator Needs for Training and Mentoring in Translational Research 

One of the strategic priorities of the ORD is to deploy our research resources to deliver meaningful outcomes such as, by translating VA research & inventions into licenses and therapies that will benefit our Veterans. In the near future VA-ORD will be sending out a survey to ACOS’ and to investigators. The primary purpose of these surveys is to determine whether VA investigators wants/need additional training and mentoring to increase the translational impact of their research. Additionally, we want to identify VA investigators with a record of translational accomplishments who are willing to provide the training and mentoring to other VA investigators.

Development Supplements for Funded VA Investigators with VA Patents:

BLRD will review requests for supplemental funds for active merit awards to enhance the commercialization opportunities for their VA inventions. Applicants must have an active merit award, an invention with a patent application for which the VA has asserted rights. Applicants should submit a modification request form with an appendix that includes a three page document that describes the invention, justifies the need for the supplement, outlines the studies that will be undertaken, defines clear milestones and states how the outcome will enhance the commercialization potential of the invention. The appendix should also include a budget of up to $100,000 for up to 1 year supported by a budget justification (not included in the 3 page project description)

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 has been extended to include Clinical Scientists who were selected for funding in either the Spring or Fall 2018 review cycle. To be eligible for this opportunity the Principal Investigator must have submitted an application to a BLRD RFA in either the Spring or Fall 2018, received a percentile score better than 20, and had that application selected for funding. Nominations are due Monday, September 30. Nominations must use the guidelines published on the BLRD webpage.
2019 Second Round Non-clinician Eligibility Review:

The review has been completed and all determination letters have been released to the stations.

· RR&D Updates


Patricia A. Dorn, Ph.D.
Rehabilitation Roadshow at National Assembly of American Orthotic & Prosthetic Association (AOPA)

AOPA will meet in San Diego September 25-28, 2019. RR&D will be at BOOTH 1519 in the Exhibition Hall to present and demonstrate prosthetics-related devices developed by VA investigators. The objective is to increase ORD visibility, explore potential licensing opportunities, and solicit feedback that could help improve the presented devices or lead to new ones.

Featured Device Development:

Louis Stokes VA, Cleveland: restoration of touch to upper and lower limb prosthetics. Upper-limb user will demonstrate the system

Minneapolis VA: adaptable ankle, rehab ankle, 3D printed variable heel height foot/ankle, socket fit sensor, Prosthetic Sock Management Tool

Seattle VA: pivot flex foot, Virtual Reality phantom pain treatment

Cleveland researchers will be presenting a symposium, “Prostheses that Feel: Clinical and Technical Considerations for Restoring Sensation to Upper and Lower Limb Amputees” on Sept, 28th from 1-5PM.

Please pass this information along and come by if you are in the area. 

Alzheimer’s and Alzheimer’s Related Dementia: Committee Update

The first workshop from the committee on developing a behavioral and social science research agenda on Alzheimer’s and Alzheimer’s related dementia was held August 14th.  The specific focus of this workshop was on the Alzheimer's disease experience and on caregiving, epidemiology, and models of care. 

The workshop was webcast and recorded and is now accessible at: http://sites.nationalacademies.org/dbasse/bbcss/behavioral-and-social-science-research-on-alzheimers-disease-and-alzheimers-disease-related-diseases/index.htm
 The overall objective of this workshop was three-fold 1) to inform the committee of its charge by  the sponsors, including the National Institute of Aging, Department of Veterans Affairs, Alzheimer’s association and Alzheimer’s impact movement, AARP, The John A Hartford foundation and the Office of Disability, Aging and Long term Care Policy; 2) to receive input from patients with AD/ADRD and their caregivers, including the perspective of a Veteran living with Lewy Body dementia and 3) to provide an overview and assessment of the current state of knowledge in epidemiological perspectives on AD/ ADRD, which included a presentation by Dr. Kristine Yaffe from the San Francisco VA on models of care initiative.  

The second workshop will be held the 14th of October. Topics to be announced 

2020 Paul B. Magnuson Award:

The Paul B. Magnuson Award is presented annually to a VA RR&D investigator who exemplifies the entrepreneurship, humanitarianism, and dedication to veterans displayed by Dr. Magnuson during his career. The award was established in 1998 in recognition of the importance of rehabilitation research within the VA Health Care System. 

Nominations are being accepted through September 3. 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. 

Centralized Positions:

Promotion applications for RR&D research scientists are being accepted through September 3. Please refer to the ORD website for guidance regarding the submission and approval of these positions.

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 – mid September 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.
HSRD General Updates – 
· We have an approval for the National HSRD-QUERI Meeting. The meeting will take place at the Washington Hilton, Washington, DC, from October, 29th -31st, 2019. 

Possible HSR&D Pilots –

The two options on the table are:
1. Raise the cap to $200,000 and change duration of pilots to 18 months

2. Divide up the $2 million among COINs proportionally and allow them to administer as LIPs.  HSRD would develop a rigorous process for monitoring and reporting. The $2 million is the average annual funding estimated over the last 5 years dedicated to pilots for all HSRD applicants.

3. Currently receiving inputs from investigators who are not part of COINs regarding changing pilot mechanisms.  

CIDER-HSRD publications

· Judge-Golden C, Smith K, Mor M, and Borrero S. Financial implication to the Veterans Affairs Healthcare System of allowing for 12-month dispensing of oral contraceptive pills. JAMA Internal Medicine. July 8, 2019; Epub ahead of print.

· Pub Brief: https://www.hsrd.research.va.gov/research/citations/PubBriefs/articles.cfm?RecordID=977 

· Link to USA Today: Twelve months of birth control pills at once is beneficial, new research says.
· Veterans’ Perspectives: Photovoice: Improving Post-Deployment Reintegration through Visual Storytelling. https://www.hsrd.research.va.gov/publications/vets_perspectives/0819-photovoice-improving-post-deployment-reintegration-through-visual-storytelling.cfm 

· In Progress: Improving Care and Access for LGBTQ Veterans.  https://www.hsrd.research.va.gov/publications/inprogress/aug19/default.cfm 

· FORUM: Access and the MISSION Act. https://www.hsrd.research.va.gov/publications/forum/summer19/default.cfm 

CDA

The CDA Conference was approved and will take place on October 29, followed by the HSR&D/QUERI National Conference Oct. 30-31.     

SMRB Update – 

· Summer 2019 Cycle
· The HSR&D Summer 2019 Intent-to-Submit (ITS) window in ART closed May 1, 2019 at 8:00pm ET.
· 207 ITSes were received for HSR&D.
· The last day to submit full applications in Grants.gov was Wednesday, June 12, 2019.
· 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 are both scheduled to take place August 20th through 23rd, 2019 at 20 F Conference Center in Washington, DC. 
· 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
Winter 2020 Cycle

· HSR&D’s Scientific Merit Review Board and Career Development Award review meetings are both scheduled to take place March 3rd to March 6th, 2020 at 20F Conference Center, in Washington, DC. 
QUERI Program Updates 
· QUERI Program RFA Released. We are excited to release the final version of the QUERI Program Merit Review Award Request for Applications (RFA) for the Winter 2020 Review Cycle. 
Key changes made based on the feedback we received during the QUERI strategic planning process include:

· The opportunity to apply for one of three QUERI Program levels (Level 1 - $3.1M, Level 2 - $4.1M, Level 3 - $5.1M) with different requirements for number of evidence-based practices (EBPs), number of implementation sites, number of Rapid Response Team projects, and number of VA National Program Office partners.

· An emphasis on implementation of EBPs using randomized or stepped-wedge designs.

· A more expansive definition of EBPs, including promising practices in areas where evidence-based models/programs have not been studied through a randomized design but have evidence demonstrating a positive impact on care quality or outcomes.

· No requirement for the number of sites in which each EBP must be implemented; Level 1 and 2 QUERI Programs must implement 2 EBPs across a total number of 12 sites, and Level 3 QUERI Programs must implement 3 EBPs across at least 18 sites.

· Submission of EBPs to the VHA Innovation Ecosystem Diffusion Marketplace is not required but highly encouraged to promote further scale up and spread

· The addition of a Mentoring Core requirement for Level 2 and Level 3 QUERI Programs

· A 4-week ITS open period: August 22, 2019 – September 19, 2019.

· The inclusion of an example Rapid Response Team project, QUERI Program Non-Research Letter Template, and FAQ Document in the QUERI Supplemental Document
The QUERI Program Merit Review Award Request for Applications (RFA) , along with the related supplemental document containing FAQs, is posted on the Office of Research & Development RFA website in the Health Services Research and Development (HSR&D) section. 

Please forward this information to any VA investigators who may be interested in this funding opportunity. Thank you!

· QUERI Program RFA Informational Cyberseminar Next Week. We hope you can join us for the QUERI Program RFA Informational Cyberseminar which will be held on August 6th at 12-1:30pm ET. The Cyberseminar will provide an overview of the QUERI Program RFA for the Winter 2020 Review Cycle, the QUERI Implementation Roadmap, and related economic evaluation methods & resources. Please use this link to register for the Cyberseminar. Even if you are unable to attend the Cyberseminar, we still recommend registering so you receive an emailed link to the Cyberseminar recording a few days after the live session.

· QUERI involvement in VHA operationalization of the Evidence Act-PEPREC.

· QUERI Monthly Call on August 15 at 3:30pm ET. During the next QUERI monthly call, Dr. Rachel Ramoni will speak about ORD priorities and the importance of QUERI’s work in supporting these priorities. 

[image: image4.bmp]
PAGE  
14

_1629183163.pdf
-
e

by 3
b ) ety
b

Department of Veterans Affairs
Office of Research and Development
Clinical Science Research and Development Service

2018 John B. Barnwell Award
was presented to:

Michael G. Shlipak, M.D., MPH

San Francisco VA Health Care System
San Francisco, CA

The Barmnwell Award is the Clinical Science Research and
Development Service's highest scientific honor, awarded
annually (o a senior VA investigator for accomplishments
m areas of prime importance to the VA's research mission.

Dr. Shlipak was honared 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.







