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[bookmark: _GoBack]Field Conference Call – Meeting Notes
Monday, March 16, 2020
at 1:30 pm ET - Conference room 600
VANTS 1-800-767-1750, Access code 17323


1. Welcome 					Rachel Ramoni, DMD, ScD

Dr. Ramoni thanked the field for their efforts and indicated that ORD’s commitment was to work with the field in the upcoming times in dealing with the COVID-19 pandemic.  

2. Updates & questions on COVID-19		Grant Huang, MPH, Ph.D.

In response to the COVID-19 pandemic, ORD has organized a response team that meets daily to monitor and coordinate activities related to research opportunities, field activities and ORD staff health and safety.  

This team also reviews and coordinates any responses to inquiries received through the ORDCOVID19@va.gov email.  This email can be used for matters including:
· Questions related to COVID-19 research and ones related to impacts arising from VA actions/decisions in response to COVID-19 (e.g., on staff, non-COVID-19-related research, etc.) 
· Sharing information about facility COVID-19 activities including research interests, operational activities/best practices, and/or general information for the research community

The ORD COVID-19 team is also developing a SharePoint site to serve as a resource for the field on various topics to help with local activities.  The link can be found at:
https://dvagov.sharepoint.com/sites/vacovhacomm/admin/projects/covid19.
    
· Questions to the ORDCOVID19 mailbox will help with identifying key challenges affecting R&D offices/facilities.  
· Sharing examples of best practices or actions taken will also benefit the broad VA research community.  
· Appropriate items will be put on the SharePoint site.  
· Please note that information on the SharePoint site will be updated regularly and may undergo changes to best facilitate getting information to you.  

Common questions received to date include:
· ORD guidance on human subjects protections/recruitment
· ORD Research Week plans
· Funding of research personnel 
· Telework policies
· Methods for conducting remote/virtual meetings including for those with non-VA emails

Additionally, the ORD services, under the leadership of Dr. Chris Bever, are organizing an FAQ sheet to help with questions related to funding and research supported by ORD.

To help with increasing awareness on COVID-19 related activities and how they affect research and guidance and/or possible solutions, ORD will be hosting a webinar on March 19 at 2:30 PM Eastern.  An email with details will be sent after this call.

To date, the following is provided for situational awareness:
1) ORD is planning to issue an administrative hold to stop non-critical, in-person study-related contacts for ORD funded activities.  Details on scope and actions will be included in the memo.  ORD is aware that several facilities and affiliates have already initiated their own local policies for research.  The ORD administrative hold is intended to complement activities and to help provide some common standards for ORD funded research.  For those facilities who have not instituted any actions on protecting study participants and staff, the memo will provide direction for ORD studies and guidance for ones supported by other entities.  We expect this memo to be issued no later than March 17.
2) ORD is working with the Deputy Under Secretary for Health – DEAN’s office on guidance Research Week activities.  We expect such guidance to be given this week.

Since this call is not conducive for an extended discussion or Q&A, please submit any questions you have to ORDCOVID19@va.gov.  We hope to address as many items as possible on the Thursday webinar.  On the webinar there will be a better opportunity to interact with ORD staff on questions you may have.


3. Research Administrative Officers Conference    Sharon Jacky

This meeting will be postponed with a possible reconsideration for rescheduling at a later date.  More information will be provided when available.

4. Updates on Human Subject Protection	Karen Jeans, Ph.D.

	Upcoming Trainings and Events
· Expanded Access Use for Investigational Drugs in VA
· March 18, 2020 – 2:00 – 3:30 pm ET 
(See details from 3/12 email announcement)

On March 18, 2020, ORPP&E is sponsoring a national cyberseminar on expanded access use for investigational drugs in VA. This seminar will focus on implementation rather than theory on how expanded access use of investigational drugs and biologics are to be done in VA with detailed content on the Remdesivir emergency Investigational Drug Application (IND) program from Gilead, Sciences.  


	Research Protections & Policy  
· Amendment to VHA Directive 1200.05 - approved 03/03/2020

An amendment to VHA Directive 1200.05 was approved on 03/03/2020. The following three amendments were published

a. Removes ORD policy requiring use of IRBs of medical or dental schools affiliated with the VA facility for single site studies: 

Paragraph 5.f.(8)(a): Responsibilities:
The amendment removes the prior ORD policy requirement for VA Facilities to use the IRB of an affiliated medical or dental school for single site studies. However, please remember that ORD policy in VHA Directive 1200.05 continues to require that the VA Medical Center Director request and obtain ORD approval when the VA facility wants to establish a new HRPP, change its IRB(s) of Record, or wants its internal IRB to serve as an IRB of Record for a non-VA entity if allowed by ORD policy.  Information on requesting changes in IRB arrangements is located at https://www.research.va.gov/programs/orppe/single_irb.cfm; this information can also be accessed at ORD’s Policy and Guidance Webpage for Human Research by accessing the link for Single IRB Implementation in VA: Information about Requesting Use of IRBs and Exceptions to the Single IRB Requirement. 

b. Permits VA Facilities to use commercial IRBs for cooperative (multi-site) research activities as approved by ORD:
Paragraph 5.f.(8)(b): Responsibilities:  
The amendment permits the use of commercial IRBs by VA Facilities if ORD specifically approves the use of the commercial IRB for the cooperative research activity.  Use of commercial IRBs in VA research will be limited to industry-sponsored clinical trials for purposes of implementing this policy. ORD is actively negotiating with two commercial IRBs to enter into master service agreements permitting VA Facilities to use these commercial IRBs when an industry collaborator is paying for the use of the commercial IRB that has been vetted and approved by ORD.  ORD will be negotiating centrally the commercial IRB Master Services Agreements needed for industry-sponsored multi-site clinical trials.  VHA facilities may not contract directly with commercial IRBs nor enter into an agreement that has been executed by another institution or entity for use of a commercial IRB.  

c.  Policy restriction on use of human fetal tissue in VA research:
Paragraph 19.c. Research Involving Pregnant Women, Human Fetuses, and Neonates as Subjects:
The amendment aligns ORD’s policies in VHA Directive 1200.05 for VA research using human fetal tissue with the Deputy Under Secretary for Health for Discovery, Education, and Affiliate Networks’s memorandum dated August 28, 2019 describing VHA’s implementation of an overall restriction on use of human fetal tissue in VA research.

· VA Innovation and Research Review System (VAIRRS) implementation update

VA Facilities that are part of the Tier 1 completed in-house training by IRB Net in Washington DC the first week of March.  

5. ACOS-R&D and AO mentoring programs

Dr. James LePage and Tony Laracuente updated the field about a mentoring program provided to new ACOS-Rs and AOs.  If there is further interest in these programs, people should contact them at James.LePage@va.gov for ACOS-Rs and Antonio.Laracuente03@va.gov for AOs.


	


6. Service Updates	

· BLR&D Updates			Christopher T. Bever, Jr., M.D., MBA
· CSR&D Updates			Terri Gleason, Ph.D.

For Spring 2020 Merit Review:

Applications were received for the Spring Cycle. BL/CS Merit Review meetings begin on May 14th  and will continue through June 5th. Applicants and research offices are reminded that they should not be contacting Program Managers to discuss their submitted applications until after Summary Statements have been released. 

· We also remind applicants that under no circumstances should they contact review panel members before, during, or after panel meetings.

For Fall 2020:
· For those RFAs that require and LOI, the LOI deadline is May 1.

Biomedical Laboratory R&D Notes

· We are currently working on a Translational Center Funding Opportunity Announcement. The goal of the center is to create an educational entity regarding movement of discovery science down the translational pathway. We would like the center to organize a webinar series where VA investigators with translational experience can share that information with other VA investigators, as well as educational activities that inform VA investigators on translational issues such as FDA regulation, Technology Transfer Program, and other educational topics addressing requirements for IND filling (toxicity, carcinogenicity, DMPK studies etc.). In addition to webinar series, the center will play a major role in creating a list of VA investigators with expertise in different translational areas, who are interested in serving as a mentor for other VA investigators. The center will connect the investigators with mentors and monitor their progress.

CSRD Notes

· BL and CS are issuing a new CDA1 opportunity for young scientist wishing to support suicide prevention research.  The RFA will be announced with the updated Fall cycle RFAs.  Please note there is a Letter of Intent (LOI) deadline of  May 1 for this opportunity.
· Please note the MAY 1 LOI deadline for CSRD proposals to be submitted in advance of the Fall 2020 review round that includes clinical trials, clinical Proof of Concept, CSRD CADE awards including the new CDA1 for suicide prevention researchers. 
· CSRD is developing a Rapid Response for Research on COVID-19 as supplemental funding opportunity.  Details will be attached to this set of field call notes and distributed to the ACOS/AO mailing list.


· RR&D Updates			Patricia A. Dorn, Ph.D.

GENERAL ANNOUNCEMENTS: 

2021 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. The award consists of a one-time $5,000 cash award to an individual, $50,000 per year for 3 years supplemental funding for their ongoing peer-reviewed research, and a celebratory plaque.

The submission deadline for nominations is September 2, 2020. Please refer to the Program Guide (note, we have revised the eligibility criteria to include PIs with an eligibility waiver and active RR&D award) and the Instructions for Compiling and Submitting a Nomination Packet. Nominations should be submitted to rrdreviews@va.gov.

PD/PI Eligibility: Beginning Summer 2020 RR&D will confirm PD/PI compliance with regard to intellectual property (VA invention documents and certifications) prior to accepting an LOI and subsequent application. RFA relevant language (yellow highlights new) under eligible PD/PI section:  In addition, you (as the PD/PI) must be current with all requirements related to intellectual property (VA invention documents and certifications), submission of annual progress reports (Research Performance Progress Reports (RPPRs)) and Final RPPRs, clinical trials registration, and clinical trials results reporting for existing and previous awards.

SCIENTIFIC REVIEW TIMELINES (refer to applicable FOA/RFA for details):
Please continue to contact RR&D for guidance and to ask questions.  

Center and Research Enhancement Award Program (REAP):
· Application deadline - August 15, 2019
· Scientific Review - October 29-30, 2019
· Scores and Summary Statements – December 2, 2019 
· Administrative Review/Site Visits - November 2019 thru September 2020
· Intent-to-Fund notifications – Subsequent to site visit

Winter 2020 - Merit, Career Development and Research Career Scientist:
· New RFAs published – October 1, 2019
· LOI and Waiver Request deadline – November 1, 2019
· Last possible application submission deadline – December 11, 2019
· Scientific Review – February 25-28, 2020
· Scores released – March 3, 2020
· Summary Statements released – March 23, 2020
· Intent-to-Fund notifications – by mid-April 2020

Spring 2020 – SPiRE:
· New RFA published – December 23, 2019
· LOI and Waiver Request deadline – February 3, 2020
· Last possible application submission deadline – March 11, 2020
· Scientific Review – April 23, 2020
· Scores and Summary Statements released – May 13, 2020
· Intent-to-Fund notifications – by mid-June 2020


[bookmark: _Hlk29287161]Notes regarding eRA:
· Please note that although the SF424 Application Guide (R&R), FORMS E package Federal-wide forms managed by Grants.gov (OMB Number: 4040-0001) have an expiration date of October 31, 2019, VA-ORD has confirmed with NIH that we may continue to use these forms and they will be accepted until a FORMS F package has been approved/published by the Office of Management and Budget (OMB). The launch of the new FORMS F package is expected sometime in Spring 2020.

Unique Entity Identifier (UEI)
· This will 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

HOT:  New rapid response funding opportunity from HSRD.  Within this week we will be releasing a call for planning/research proposals due April 3. These will be very short, and reviewed with a quick turnaround, to address questions about the health system response to COVID, its impact on patient and provider outcomes, and new models for screening, monitoring and treating patients.  Pending appropriate review, funds can be used for human subjects research, expedited/exempt research, program analysis or planning purposes.  Funding will be for 9 months with opportunities to use findings to support applications for continued funding. 

HSR&D/SMRB Updates: Tiffin Ross-Shepard:


· Winter 2020 Cycle
· HSR&D’s merit review meetings took place March 3-6, 2020 in Washington, DC. Scores were released on March 11, 2020.
· Summary statements are expected to be released in mid-April. Funding decisions are expected to be made in late April, and Notices of Intent (To-Fund or Not-To-Fund) will be sent at that time. 
· A total of 22 CDAs, 2 NRIs, 12 Innovation Planning Awards, 28 PPOs and 98 IIRs were accepted for review. 

· Summer 2020 Cycle
· New and revised RFAs are expected to be posted by April 15, 2020 on the intranet site. Please review the RFAs thoroughly to check for any changes in requirements and to ensure compliance. 
· The HSR&D Intent-to-Submit in ART will be open from April 24 to May 8 (at 8:00 pm EST). 
· The first day to submit full applications (using Grants.gov Workspace or eRA ASSIST) is May 15, 2020, and the last possible submission day is June 12, 2020. 
· HSR&D’s Scientific Merit Review Board and Career Development Award review meetings are both scheduled to take place August 25-28, 2020 at 20F Conference Center, in Washington, DC. 
· For questions regarding the review process, please contact Scientific Merit Review Program staff at vhacoscirev@va.gov.


QUERI UPDATES: Melissa Braganza:

· Applications submitted in response to the Winter 2020 QUERI Program RFA and QUERI Global Merit Review RFA were reviewed during the March 2020 HSR&D/QUERI Scientific Merit Review Board (SMRB) meetings from March 3 – 6, 2020.

· 20 QUERI Program and 8 QUERI Global applications were reviewed
· Scores have been released
· Summary Statements will be released April 6
· Notification of review outcome letters will be sent by the end of April.

· The Updated QUERI Program and QUERI Global RFAs for Summer 2020 will be posted in early April on the ORD RFA website.

· An informational QUERI RFA cyberseminar will be held on April 16 at 12:00 pm – 1:00 pm ET. The registration link will be available soon.

CIDER Updates:

CIDER – Gerald (Jerry) O’Keefe

· Congratulations to the 2019 HSR&D Award Recipients
· Mark S. Bauer, MD (Boston) and Stephanie Taylor, PhD (Los Angeles): Health System Impact Award

· Michele Heisler, MD, MPA (Ann Arbor): Daniel Deykin Award for Outstanding Mentor

· Susan Wong, MD, MS (Seattle): Best Research Paper of the Year

· 2020 Military Health System Research Symposium - DoD & VA Research on Military Exposures & Veteran Health Outcomes - The call for abstracts is currently open and the submission deadline is March 25.

· Upcoming PCORI Funding Announcement Phased Large Awards for Comparative Effectiveness Research - This funding announcement will open on Tuesday, May 5, 2020.

· Seeking Participants for VA-SGIM Partnered Research Curriculum - Application deadline March 20

· Veterans’ Perspectives: How Engaged Research Improved A Diabetes Self-Management Tool for MyHealtheVet

· New Videos
· Stephanie Taylor, PhD and Steve Zeliadt, PhD: Evaluating Complementary and Integrative Health in VA
· Donna Zulman, MD: Evaluating VA’s Video Connect Program
· Paul Hebert, PhD: Veterans Voting with their Feet
· Megan Vanneman, PhD: Using VA Care and Medicare
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