Office of Research and Development

Field Conference Call Notes

Monday, January 23, 2017
1. Welcome – David Atkins, MD, MPH
2. Discussion of new VA Financial System - Allen Dunlow, MHA
Mr. Dunlow alerted the field that the Department has started a Financial Management Business Transformation (FMBT) effort.  This initiative will implement a new financial system to replace FMS.  Mr. Dunlow encouraged the field to remain engaged with their local fiscal offices as this initiative is implement over the next 5 years.  This new system could have significant implication for the fiscal management of research resources and processes.

Mr. Dunlow also informed the field that approximately $13.4M dollars had been distributed for ShEEP and LAMb.  He encouraged the use of the Research Acquisition Center for the procurement of these equipment items.  Mr. Dunlow also continued to encourage the execution of prior year dollars.

3. Research Updates – Stephen Herring

Publication Notification 

VA investigators or their local research offices are required to notify VHA Research Communications of all scientific publications or presentations, upon acceptance by a journal or meeting sponsor, in accordance with VHA Handbook 1200.19 (112 KB, PDF).

Please submit your notifications using our ORD PubTracker Website system by following the simple steps below: 

· Go to the ORD PubTracker Website by copying and pasting the following URL into browser:
http://vaww.pubtracker.research.va.gov 
(Access restricted to VA Intranet) 

· Click the submission type – pre-publication, presentation, media, or other – and fill in the form
(Be sure to upload a copy of the presentation abstract or complete accepted article) 

For questions related to Biomedical Laboratory R&D, Clinical Science R&D, Cooperative Studies Program, and Rehabilitation R&D notifications, please contact Mitch Mirkin, R&D Communications, at 443-759-3454, or mitch.mirkin@va.gov. For questions related to Health Services R&D and QUERI notifications please send an email to vhacohsrd@va.gov. For technical assistance with the PubTracker site, contact the ORD Web Team ORD.Web@va.gov.

Compliance with the above procedures (that is, submission of your manuscript or abstract to VHA Research Communications through the PubTracker system) does not satisfy the requirement to deposit your peer-reviewed manuscript, upon its acceptance for publication in a journal, in NIH's PubMed Central, as part of VA’s public access policy. 

For more information, also see Checklist for publishing VA research
Research Week
VA Research Week – MAY 15-19, 2017 – gives VA Medical Centers an opportunity to showcase the numerous achievements of VA researchers and the role they play in providing high quality care for Veterans and advancing medical science. Creative displays, staff interactions, and informative seminars help educate Veterans, our elected representatives, and others about VA research and its impact on treating and preventing disease and disability, not only for Veterans, but all Americans.

Join us as we celebrate 92 years of research excellence by viewing this website, as well as contacting your local VAMC/VA research center to support or attend the many activities being conducted nationwide. 

A Research Week toolkit is available to help you plan your activities. 

Specific questions related to Research Week can be forwarded to Christine Amereihn at 443-759-2458 or Christine.amereihn@va.gov .

4. Precision Medicine Updates – Jennifer Moser, PhD

Request for Applications (RFA) for use of Million Veteran Program (MVP) data was published January 13, 2016.  This funding opportunity is what we are calling a gamma test of the MVP infrastructure and VA processes, following ongoing the alpha and beta tests.  This funding announcement is Open to VA investigators across all 4 research services.  The projects will be for 1-2 years with a budget cap of $150,000 per year.
There is a Letter of Intent (LOI) process and the RFA contains information about the areas of interest for each service.
The field announcement contains a link to an intranet website containing the draft RFA, guidance documents, information for submitting an LOI, and aggregate data about the MVP cohort. 
Data available for full applications include:

· Electronic Health Records (HER) data

· Self-reported survey data from participants

· Genotype data generated from a custom Affymetrix array

· Samples will not be available and recontact of participants will not be allowed at this time

We encourage broad collaboration for these applications, bringing together expertise in phenotype development as, experience with Corporate data warehouse data and Genome wide association study (if needed).  We expect this to be a very competitive process.  Each site will be allowed to submit one LOI per service per station, so we will expect the ACOS to play an integral role in ensuring that the best science comes forward from their stations.  LOIs will be due to central office February 15 at 8 pm ET, and decisions to the field will go out March 15.  Full applications will be due May 15 for a mid July review.

Questions should be sent to the MVP LOI mailbox at MVPLOI@va.gov
5. Common Rule - Karen Jeans, PhD

Summary of Comments made on the Final Rule (issued January 19, 2017) of the Final Rule of the Federal Policy for the Protection of Human Subjects

(Note:  Summary of comments made by Karen Jeans during ORD Field Conference Call on Monday, January 23, 2017.)
On January 19th, the Final Rule of the Federal Policy for the Protection of Human Subjects was published in the Federal Register as issued by the Department of Health and Human Services and 15 other federal agencies, including the Department of Veterans Affairs.  This new Common Rule represents the first major revision for a set of human subject research regulations that were originally issued in 1991.   This new Final Rule is designed to address some of the issues involved in the changing human research environment by creation of policy that reduces administrative burden involved in the conduct of minimal risk activities while introducing new requirements or modifying existing Common Rule requirements to improve human subject protections.  The compliance date for the majority of the new Final Rule’s requirements is January 20, 2018.  The compliance date for the new Final Rule’s requirements regarding IRB review of cooperative research activities is January 20, 2020. 

ORD’s implementation plan is not part of this conference call’s discussion of the new Final Rule. There are questions as to if or how the new Final Rule will be impacted in response to a memorandum sent by White House Chief of Staff Reince Priebus on January 20, 2017 regarding a regulatory freeze for new and pending regulations.  This memorandum, which can be accessed at http://www.politico.com/f/?id=00000159-be8f-da97-a9dd-becf15ae0001, directs all executive departments and federal agencies to freeze new or pending regulations in order to allow the new White House administration time for review of those regulations. For regulations that have been published in the Federal Register but have not taken effect, the memorandum states to temporarily postpone their effective date for 60 days.  The new Final Rule’s implementation date does not occur within that 60 day period, and ORD is uncertain how this memorandum will impact the new Final Rule. 

ORD would like to summarize six key aspects of the new Final Rule, with an understanding that there are numerous other aspects and nuances that comprise the new Final Rule.

1. Use of unidentified/de-identified/anonymized biospecimens:  

Under the current Common Rule, use of biospecimens in which the investigator cannot ascertain the subject’s identity with the biospecimens is not subject to IRB requirements; it is not human subjects research.  The new Final Rule does not make any changes to research activities involving the use of unidentified/de-identified/anonymized biospecimens.  The new Final Rule does not make it harder to do research with these types of biospecimens because the new Final Rule does not cover them.

2. Exempt research:

Significant changes have occurred with the exemption categories beginning with the concept of what it means to have an exempt research activity.  In the current Common Rule, exempt research is human subjects research activities that are not subject to IRB review and oversight. There are six categories of exempt research under the current Common Rule.  With the new Final Rule, there are eight categories of exempt research.  A limited IRB review is also associated with some of those categories depending upon whether or not identifiable information or identifiable biospecimens are involved in those applicable exempt categories.  For example, many of our survey studies conducted as VA research that currently require IRB review and approval because the information obtained is individually identifiable to the researcher would be exempt under the new Final Rule with a limited IRB review. 

3. Limited IRB review:


The new Final Rule introduces an IRB review process that does not exist in the current Common Rule.  A limited IRB review process is required to review some of the research activities involving use of identifiable biospecimens and identifiable information from human subjects in some of the newly revised exempt categories.  The limited IRB review is not analogous to the IRB review and approval required for non-exempt research.  It is a privacy and confidentiality evaluation in which the IRB determines whether there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.  As stated in the new Final Rule, HHS in coordination with OMB’s Privacy Office and all of the agencies that have adopted this new Final rule will issue guidance on how IRBs should make these evaluations on privacy and confidentiality.

4. Continuing review:


Major revisions have been made in the new Final Rule to studies that are required to undergo continuing review by an IRB.  The new Final Rule removes the requirement to conduct continuing review of ongoing research for studies that undergo expedited review and for studies that have completed study interventions and are merely analyzing study data or involve only observational follow up in conjunction with standard clinical care.  This should help better redirect IRB resources for evaluation of human research studies that are of higher risk than utilizing IRB resources to conduct continuing review of these minimal risk research activities.
5. Informed consent:

Significant changes have also been made to the informed consent requirements in the new Final Rule.  These changes include content/elements of informed consent changes, format changes, and the introduction of an optional use of broad consent from a subject for storage, maintenance, and secondary research use of identifiable private information and identifiable biospecimens.  The new Final Rule also includes a requirement for public posting of one IRB-approved informed consent document used to enroll subjects for federally funded or supported clinical trials.  Redaction of content is permitted under the new Final Rule, but these informed consent requirements will produce some challenges in both interpretation and implementation.  

6. Cooperative research: 

The new Final Rule introduces a requirement for use of one IRB if the human research activity involves more than one engaged institution.  However, there is a lot of flexibility built into this requirement that allows the Federal agencies conducting or supporting the research to determine that the use of a single IRB is not appropriate.    

Summary:

The new Final Rule was published 4 days ago, and ORD has no information at present regarding the outcome of any regulatory review by the current White House administration.  As ORD begins reviewing the nuances of the new Final Rule and developing an implementation strategy, more information will be conveyed when it is available.



6. Service Updates:

· BLR&D and CSR&D Updates – Christopher T. Bever, Jr., MD
Return of proposals with URLs in page limited sections.  Dr. Bever reviewed the reasons that all VA services agreed to a policy of returning proposals with URLs in the page limited sections of proposals.  He reported that modifications to ERA COMMONS are being made so that submissions with URLs will not be accepted, alerting field stations to their presence and allowing them to remove them. He further stated that those changes may not be in place for the next round.  A commenter from the field requested that, if the ERA fix is not in place, that VA follow NIH practice of allowing proposals with URLs to go to review but instruct reviewers not to open the URLs. 
Posting of RFAs for the next cycle. Dr. Bever announced that the RFAs for BL and CS have been posted.
Field based meeting proposals. Dr. Bever announced that 8 field based meeting proposals were funded.
Report of the workforce workgroup. Dr. Bever announced that the report from the workforce workgroup has been received and is under review in ORD. 

· RR&D Update – Patricia A. Dorn, PhD
ORD Public Access Requirements
VA investigators are reminded that scientific presentations and publications should follow the ORD Checklist for publishing VA research located at http://www.research.va.gov/resources/policies/public_access.cfm  
VA investigators should:
•
Acknowledge VA support

•
Acknowledge VA employment

•
Include DVA/US Government disclaimer

•
Link to clinicaltrials.gov when applicable

•
Deposit manuscripts in PubMed Central www.research.va.gov/resources/policies/public_access.cfm  

•
Notify ORD through PubTracker  http://vaww.pubtracker.research.va.gov 

While in RPPR it indicates NIH public access compliance is required for NIH funded projects. Please do not let that deter you from following the ORD public access compliance requirements. 

Information Regarding eRA
· We are aware that Grants.gov is phasing out the legacy PDF application package at the end of December and have recently begun discussions with NIH about the impact of this on VA submissions. Once we have guidance we will be sure to share it.
· NIH implemented some new software that caused applications submitted in December to have headers appear randomly in the middle of a page and attachments/appendices to be out of order in the Table of Contents/Bookmarks and within the e-application. This has now been corrected. 
Please note for future submissions that the file names for Attachments 1 – 9 are mandatory and may not be changed.  Altered file names will cause an error to be generated. Only the descriptor in the file names for Appendices 10, 11, 12 may be changed.  Altering any other part of the file name may result in parts of your application being excluded from the final electronic image that the reviewers receive or for the attachments to appear in the wrong order.
SPiRE
During the most recent Field Research Advisory Committee (FRAC) call, some concerns were raised about scientific review and funding decisions with SPiRE. In response to those concerns, we have provided greater detail about the intent of this award mechanism, scoring, as well as highlighting priority to early career stage applicants. The new RFA has been posted. Please look for changes in yellow highlight. As always, please contact RR&D with any questions or concerns. 

Winter 2017 Review Cycle
RR&D has accepted 167 Merit, 21 CDA-1, 26 CDA-2, 2 HBCU and 5 RCS applications for review this cycle. 

· Meetings will be held February 27 – March 3, 2017. Impact scores will be released in eRA on March 7. Summary statements will be released on March 28 with intent-to-fund decisions by mid-April.

Spring 2017 SPiRE Review Cycle
· The LOI submission deadline is February 1 for the March application submission. An LOI is required for each review round, including resubmissions and revisions. LOI instructions are available on the RR&D website at http://www.rehab.research.va.gov/guid/handbook/1203-1appenda.pdf. RR&D has issued a new SPiRE FOA/RFAs (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. 

· Waiver requests for eligibility, budget, and full off-site research (partial off-site waivers will be addressed during JIT) are also due no later than February 1 for the March application submission. Applications submitted without the required approvals will be returned without review. Waiver requests must be submitted separate from the LOI. E-mail waiver requests to rrdreviews@va.gov as a single PDF file. Name the file as follows: principal investigator’s last name_station number_Waiver (e.g., Jones_122_Waiver). Use the following text in the email “Subject:” line:  [insert PI last name] Waiver Request for Spring 2017 SPiRE Review. 

· Applications must be accepted and verified in eRA by March 15, making the last possible submission date March 10 [corrected applications cannot be submitted after this date]. We strongly encourage early submission so that the PI and Signing Official 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. Applications that miss the verification deadline will not be accepted for review. 

Please make sure you review each submission for the following errors that will cause an application to be withdrawn from review for administrative non-compliance:
· 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 Sketch and Bibliography and References Cited list.

· All applications must contain a Summary Budget Worksheet. If the worksheet is missing, then the application cannot be adequately evaluated. Instructions for the budget section can be found in the VA-ORD SF 424 (R&R) Application Guide and the SPiRE 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 SF424 R&R Budget match and that the budget request does not exceed the allowable amount found in the RFA, unless a waiver has been obtained.

· All applications must contain a Data Management and Access Plan (DMAP) using the ORD template available on the 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 PI and Key Personnel Biosketches must use an NIH Biographical Sketch format that has an expiration date of August 31, 2015 or later.




· HSR&D Update – Amy M. Kilbourne, PhD,
General HSRD Updates:

Call for Concept Papers:  Time-Sensitive Projects on Implementation and Evaluation of VHA Community Networks
The Veterans Health Administration (VHA) Office of Research and Development (ORD) announces an opportunity for Department of Veterans Affairs (VA) medical facilities to compete for up to three service directed research (SDR) projects supported by the Health Services Research & Development Service (HSR&D) to support the design, methods, and initial analysis of a comprehensive program of research related to the implementation of VHA Community Care.
For more information visit: 
http://vaww.hsrd.research.cfde.webdev.va.gov/funding/HSRDCommunityCareRFA.pdf
Due Date: January 30, 2017

Updated HSR&D Research priorities:  Includes three new priority research domains (Implementation Science, Patient-centered Care, and Health Care Systems Change): http://www.hsrd.research.va.gov/funding/PriorityDomains2017.pdf?utm_source=enews&utm_medium=email&utm_campaign=Jan17
HSRD HR Updates:

HSRD’s newest SPM, George T. Fitzelle, PhD, joined HSRD in January, 2017. He has served in a broad range of clinical, research, evaluation and management functions with health data at VA, HHS and DOL. Dr. Fitzelle received his PhD in program evaluation and human service administration from Cornell University and has an MSM and MSW, respectively, from Lesley College and The State University of New York at Stony Brook.

SMRB Updates:
Winter 2017 Review Cycle
· The next HSR&D Scientific Merit Review Board (SMRB) meeting will occur on March 7-10, 2017 in Alexandria, VA. The Career Development Award (CDA) review panel will also meet on March 9-10, 2017 in Alexandria, VA.
· A total of 169 SMRB, and 21 CDA applications will be reviewed in the meeting.  
· 108 Investigator-Initiated Research (IIR) applications (in response to the Parent RFA)
· 3 IIR application (in response to the Suicide Prevention RFA)
· 7 IIR applications (in response to the Learning Healthcare System Initiative – Measurement Science RFA)
· 5 IIR applications (In response to the Learning Healthcare System Initiative – Provider Behavior RFA)
· 41 Pilot (PPO) applications 
· 5 Nursing Research Initiative (NRI) applications
· 21 Career Development Award (CDA) applications
· Reviewer assignments to applications are currently being made, after which the applications will be under committee review. Scores are expected to be released the week following the completion of the SMRB and CDA meetings. 
For questions regarding the merit 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. 

QUERI Updates:
· QUERI Call for Evaluation Planning Papers:  Implementation of VA’s Innovators Network
QUERI is looking to fund proposals for Partnered Evaluation Initiatives (PEIs) of up to $50,000 (FY2017) to support a design and initial analysis that will be used to inform a comprehensive evaluation of the VA Innovators Network. This call for supplements intends to support planning activities to inform the conduct of a rigorous program evaluation of the Innovators Network under VA’s Quality Enhancement Research Initiative (QUERI) program. 

Papers due February 17, 2017

· Newly funded QUERI Partnered Evaluation Initiative (PEI):  Evaluating Evidence-Based Quality Improvement of Comprehensive Women’s

Health Care Implementation in Low Performing VA Facilities PI: Dr. Elizabeth Yano

· QUERI Implementation Research Group Update:  2/2/17 – noon to 1 PM EST Sylvia J. Hysong, PhD will present on improving quality of care through improved Audit and Feedback.

New publication from the ESP Program:  Management Brief: Management of Antiplatelet Therapy among Patients with Coronary or Cerebrovascular Disease
Check out upcoming and archived Cyberseminars at http://www.hsrd.research.va.gov/cyberseminars/default.cfm

Recent Publications:
· Mendelson A, Kondo K, Damberg C, et al: Pay-for Performance Impacts on Healthcare:  http://annals.org/aim/article/2596395/effects-pay-performance-programs-health-health-care-use-processes-care
· Kilbourne AM, Elwy AR, Sales AE, and Atkins D. Accelerating Research Impact in a Learning Health Care System. Medical Care. December 16, 2016; Epub ahead of print.

· Zulman D, Chee C, Ezeji-Okoye S, et al. Effect of an Intensive Outpatient Program to Augment Primary Care for High-Need Veterans Affairs Patients. JAMA Internal Medicine. December 27, 2016;e-pub ahead of print.
· Richardson K, Bokhour B, McInnes D, et al. Racial Disparities in HIV Care Extend to Common Comorbidities: Implications for Implementation of Interventions to Reduce Disparities in HIV Care. Journal of the National Medical Association. Winter 2016;108(4):201-210. [image: image1.bmp]
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