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Office of Research and Development

Field Conference Call Notes

Monday, June 18, 2018
1. Welcome – Rachel Ramoni, DMD, ScD

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

1. Notification of Final Rule:  
As referenced in previous ORD field calls and confirmed as of today, a Final Rule has been signed by 17 Federal Agencies and Federal Departments including the Department of Veterans Affairs for the further delay of the revised Federal Policy for the Protection of Human Subjects (the 2018 Requirements). This Final Rule, effective July 19, 2018, delays the general compliance date of the Final Rule issued January 19, 2017 to January 21, 2019. The Final Rule has been put on public display by the Office of the Federal Register and can be accessed at: https://www.federalregister.gov/documents/2018/06/19/2018-13187/protection-of-human-subjects-delay-of-general-compliance-date.

The Final Rule also allows for the implementation of three burden-reducing provisions of the 2018 Requirements with an effective date of July 19, 2018. These three burden-reducing provisions are: 

1. use of the definition of research in § __.102(l) of the 2018 Requirements that deems certain activities not to be research;

2. revised certification requirement that eliminates IRB review of grant applications or proposals at §__.103(f) of the 2018 Requirements, and 

3. exceptions to continuing review for certain categories of human subjects research required by the current Common Rule (at §__. 109(f)(1)(i) and (iii) of the 2018 Requirements).  

The Final Rule does not affect the compliance date for the cooperative research provision (use of a single IRB) of the 2018 Requirements (§__.114(b)), which remains January 20, 2020. 

While the three burden-reducing provisions in the 2018 Requirements are allowed to be
 implemented ahead of the general compliance date on July 19, 2018, it is not mandatory to implement those burden-reducing provisions.  In VA research, non-exempt human subjects research currently approved by an IRB will continue to be subject to continuing review at intervals appropriate to the degree of risk, but not less than once per year, as per the requirements of VHA Handbook 1200.05, Paragraph 8.  A revision of VHA Handbook 1200.05 is currently in process, but until this specific provision in VHA Handbook 1200.05 is revised, the burden-reducing provision for elimination of continuing review cannot be applied to a VA non-exempt human subjects research activity.  

If a VA facility chooses to allow studies between July 19, 2018 and January 20, 2019 to utilize one of the two remaining burden-reducing provisions that study must transition completely to the 2018 Requirements on January 21, 2019. For example, if the IRB of an ORD-funded study does not review the ORD Merit Grant as part of its IRB review and initial approval of a non-human subjects study between July 19, 2018 and January 20, 2019 because it has elected to take advantage of the burden-reducing provision in the Final Rule, the research must transition fully to the 2018 Requirements on January 21, 2019.  Documentation of an institution’s decision to implement the burden-reducing provisions and apply it must be made by the IRB or an institutional official who has the authority to make the determinations on behalf of the institution.  For VA research, this is the Medical Center Director or the ACOS/R&D.  For research subject to IRB approval, the IRB must document in writing when it utilizes the burden-reducing provision so that it is clear that the research must comply with the 2018 Requirements on January 21, 2019.

Additional written guidance will be issued by ORD prior to July 19, 2018.  A teleconference is also planned prior to July 19, 2018 on the Final Rule and will be announced once the date and time is confirmed.  

For questions, please email VHACOORDRegulatory@va.gov. 

 

2. PRIDE Personnel Additions:
ORD is very pleased to announce the addition of two employees to PRIDE.

Dr. Petrice Longenecker joined PRIDE approximately 5 weeks ago as the Senior Regulatory Affairs Officer.  In her previous position, she was at the National Institute of Health in the Office of Extramural Research as the Human Research Protection Officer.   She has multiple specialties, including extensive expertise in single IRB policy issues.

Dr. Mary Klote will also be joining ORD as the PRIDE Director. Her anticipated start date is October 28, 2018.  She was the Army Human Research Protection Office (AHRPO) Director at the Department of Defense and is currently the Special Assistant to the AHRPO Director. 
3. European Union General Data Protections Regulations:
Some of your VA Facilities conducting human subjects research with international collaborators, such as Bayer, have received notification of new data privacy laws created by the European Union that took effect on May 25, 2018.  These new data privacy laws, called the European Union General Data Protection Regulations (GDPR) affect people inside the European Union as well as people outside of the European Union when their data is stored or processed inside of the European Union.
VA is in communication with other Federal agencies, including the U.S. Food and Drug Administration as well as within VA’s Office of General Council to determine applicability of this law to VA’s research activities.  Once a determination has been obtained, guidance will be issued and circulated.
3. Yearend Budget Updates FY18 budget status – Allen Dunlow, MHA

Reminded field that year end is only about 3 months away.  Field should focus on spending the prior year dollars and that the target for FY18 carryover into FY19 is still 4%.  Mr. Dunlow also alerted the field to imminent changes coming concerning completing the annual RDIS report.  Some changes Mr. Dunlow highlighted included:

1) Doing away with most forms.  There will basically only be three forms required; the old pages 18, 19, and 20
2) All VA funding to report will be pre populated on the Funding Sheet (the old page 20).
3) In most cases, RMS will not be needed to complete the annual RDIS.
4) There will be more required data points to complete on the Investigator Data Sheets ( the old page  18).
5) Information from the affiliate will not need to be broken down to coincide with the Federal Fiscal Year.
6) Signature page will be all that is needed to be sent to Mr. Dunlow.

4. Service Updates:

· BLR&D





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

CSR&D





Theresa Gleason, Ph.D.

Scores from the Spring review cycle have been sent out to the field.  Please do not contact the program managers about the status of applications until after the margin meeting which is on July 11.  Any administrative questions in the interim period should be directed to Dr. Holly Krull, email: holly.krull@va.gov.

· RR&D Update – Patricia A. Dorn, Ph.D.
2019 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 4. 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

Spring 2018 SPiRE:
Intent-to-fund decisions were announced on May 30. Notification of review results and a courtesy copy of summary statements were emailed to the ACOS and AO on June 1, 2018.  

Summer 2018 Merit, Career Development and Research Career Scientist Submissions: 
Applications are undergoing administrative review. Meetings will be held August 7 through 10. Impact scores will be released in eRA the week of August 13. Summary statements will be released on September 7 with intent-to-fund decisions by late-September.

Timeline for Fall 2018 SPiRE:
· The LOI submission deadline is August 1 for the September 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. 

Special Emphasis Areas:
Of particular interest this cycle are studies that include aims addressing:

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

· Prosthetic needs of Women Veterans with amputations. 

· 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.

To ensure their proposed area of research is of interest to RR&D, investigators are strongly encouraged to consult the RR&D program purview and portfolio descriptions on the RR&D website at http://www.rehab.research.va.gov/guid/meritreview.html and contact the listed the RR&D Scientific Program Manager relevant to their area of study.

· 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 August 1 for the September application submission. Applications submitted without the required approvals will be returned without review. Waiver requests must be submitted separate from the LOI. Email 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 Fall 2018 SPiRE Review. 

· Applications must be accepted and verified in eRA by September 15, making the last possible submission date September 12 [changed/corrected applications cannot be submitted after this date]. 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. We also encourage the PI and SO to carefully review any system generated WARNINGS received before final application submission. Applications that miss the verification deadline will not be accepted for review. 

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

· Academy Health – There will be 9 staff from HSRD attending. Please use the meeting as a chance to catch up with people in VACO. We will be having a leadership breakfast at the Sheraton on Monday morning (please BRING YOUR OWN COFFEE/BREAKFAST)

· Suicide - We will be releasing an RFA on suicide during the transition period (from DOD to VA, from hospital to home) by end of summer. We anticipate also soliciting for a data center to help with data coordination with DOD and VA.  If you have questions, please contact Dr. Bob O’Brien.  . 
COIN Updates: Dr. Ranjana Banerjea and Eric Enone

· The COIN Review Meeting was held on June 14th -15th, 2018; Administrative review and funding decisions will be made by July-Sept 2018.

· 2018 COIN Directors Meeting:  The COIN Directors Meeting will be held at Academy Health meeting space (same as last year’s) in Washington, DC on November 8th -9th, 2018. One of the objectives of this meeting would be to welcome COIN directors and set some working goals for strategic planning for phase 2 of the COINs. One of the 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 and reporting for HSRD; 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 – 
FORUM - Suicide Prevention
Veterans’ Perspectives - A QUERI publication – The May issue features expansion of the STRIDE program, a supervised walking program that helps hospitalized older Veterans improve their mobility and functional independence.
New Podcast: Pain Management and Opioid Safety featuring Drs. Heather Gilmartin and Joseph Frank from the Seattle/Denver COIN.
· VA HSR&D Podcasts are now available on iTunes!
Call for Papers: eGEMs Seeks Submissions from Learning Health Care Systems - All manuscripts must be submitted by June 11, 2018.

New HSR&D Publications

FORUM: Suicide Prevention

In Progress: Care Coordination

Veterans’ Perspectives: Evaluating National Program to Improve Access to Acute Stroke Services for Rural Veterans

Evidence Synthesis Program

ESP Report: Relationship of Deployment-related Mild Traumatic Brain Injury to Posttraumatic Stress Disorder, Depressive Disorders, Substance Use Disorders, Suicidal Ideation, and Anxiety Disorders: A Systematic Review (VA Intranet only)

Scoping Brief: Care Coordination Theoretical Models and Frameworks
Check out upcoming and archived Cyberseminars at http://www.hsrd.research.va.gov/cyberseminars/default.cfm
Recent Journal Publications

Berg J, Malte C, Reger M, and Hawkins E. Medical Records Flag for Suicide Risk: Predictors and Subsequent Use of Care among Veterans with Substance Use Disorders. Psychiatric Services. June 8, 2018; Epub ahead of print.

Yoon J, Chang E, Rubenstein L, et al. Impact of Primary Care Intensive Management on High-Risk Veterans’ Costs and Utilization: A Randomized Quality Improvement Trial. Annals of Internal Medicine. June 5, 2018;epub ahead of print.

Ganz D, Barnard J, Smith N, et al. Development of a Web-based Toolkit to Support Improvement of Care Coordination in Primary Care. Translational Behavioral Medicine. June 2018;8(3):492-502.
Ohl M, Carrell M, Thurman A, et al. Availability of Healthcare Providers for Rural Veterans Eligible for Purchased Care under the Veterans Choice Act. BMC Health Services Research.  May 29, 2018;18(1):315.
Nelson RE, Hicken B, Vanneman M, Liu CF, Rupper R. The Impact of a Change in the Price of VA Healthcare on Utilization of VA and Medicare Services. Medical Care. May 15, 2018;e-pub ahead of print.

CDA – 
· The HSR&D Career Development Awardee National Conference will take place on July 12 in Salt Lake City. This is invitation only and awardees who are funded and active the day of the conference will be invited. 

· Thanks to all who have responded so far.  We are putting a workgroup together to review the CDA guidance and process and possibly recommend changes.  If you are part of COIN leadership (director or associate director) or a senior member of the research core, and interested in joining, please contact Rob Small (“Small, L. Robert” in Outlook, or you can call 202-443-5743). 
· A Career Scientist Award RFA will be issued in June for the Fall round (September 1 deadline).  In order to provide for a more robust competition for these awards, we have decided to move to an annual, rather than semiannual, application and review cycle.  

· GS 14/15 promotion nominations were received and reviews are slated for next month.

· GS14/15 promotion reviews received last September have been completed and sites notified.   

SMRB Update – 

· Winter 2018 Cycle
· Summary statements have been released. Please contact Scientific Merit Review Program staff at vhacoscirev@va.gov if you are unable to retrieve the Statement in eCommons. 

· Funding decisions have also been communicated from our staff directly to the research offices and from eRA (with Notices of Intent to-Fund or Not-to-Fund).  

· Funding was approved for the following applications: 23 IIRs, 1 Learning Healthcare Initiative IIR, 11 Pilots, 4 CDAs, and 2 SDRs (under the Community Care RFA). 

· Summer 2018 Cycle
· New and revised RFAs have been posted on the VA-ORD intranet site. 

· There are a total of two (2) new HSR&D FOAs/RFAs this cycle: VA Choose Home Implementation Center of Excellence (CoE) (HX-18-015); and HSR&D Parent Learning Healthcare Initiative Randomized Program Evaluation (Planning Funds) (HX-18-016).

· Please review the RFAs thoroughly to check for any changes in requirements and to ensure compliance. There are updates to the requirements and fatal errors policy.

· Of note, there is a new requirement across all RFAs, to include all personnel and collaborators in the application using the Senior Key/Senior Profile.
· Please note – The Profile should only be completed for known personnel at the time of application submission. TBNs may be described in the budget justification and, if they are to be funded, their salaries should be included in the budget worksheet. 

· As a reminder, biosketches and other support documents are not required for persons categorized under the role of ‘Other’ or ‘Other Professional’.

· There are other new requirements that pertain to including a description of next steps for the research and including a review of research overlap, BUT these are not applicable across all RFAs. Again, please be sure to review the RFAs (particularly the fatal errors section) thoroughly. 

· As a reminder, the guidance in the RFAs supersedes the SF424. 

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.
QUERI Program Updates – Dr. Amy Kilbourne and Melissa Braganza

· New QUERI Implementation Strategy Training Hub Start-up sites awarded for FY18. Congratulation to:
· Cathy Battaglia/Triple Aim QUERI: Designing for Implementation

· JoAnn Kirchner/Behavioral Health QUERI: Facilitation 

· Julie Lowery/ PROVE QUERI: LEAP

· Beth Cohen/ Measurement Science QUERI:  EBQI

· Nasia Safdar/Patient Safety PEC: Mentored implementation

· Alison Hamilton/EMPOWER QUERI:  EBQI

· Kyler Godwin/IQUERI COIN: Team-based Implementation Leadership

· The goal of these Hub sites is to support practical training in implementation strategies (e.g., EBQI, Facilitation) for Diffusion of Excellence Gold Status Fellows with the eventual goal of scaling up these training opportunities for other clinician leaders and investigators. Hub site faculty will participate in the upcoming Innovation Ecosystem Base Camp training in October 2018.
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