ORD Field Conference Call Notes
Monday, October 20, 2008
1. Welcome – Joel Kupersmith, MD
The budget for FY2009 will be $510 million, a $30 million increase.
2. 2009 ORD Local Accountability for Research Meeting -  Lynn Cates, MD
Lynn Cates reported on the 2009 ORD Local Accountability for Research Meeting to be held January 13-14, 2009 in Baltimore.  This meeting will be very different from past Local Accountability Meetings in that there will be much less didactic programming, and many more opportunities for networking and discussion.  ORD is paying for up to five representatives from each facility that performs research. The five include the Medical Center Director, the Chief of Staff, the ACOS/R&D, the AO/R&D, and the Research Compliance Officer (no substitutions).  Please be sure your Director and Chief of Staff mark their calendars and register (about 3/4 have signed up already).  Please see the attached announcement for information on how to register.  
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3. Planning for 2009 Research Week – Christine Amereihn
Research Week Dates 2009
The date for the 2009 Research Week is May 3-9. If you have already sent in your research day/week summary reports for this year, thank you! If not, please do so as soon as possible.
ORD Video

The Office of Research & Development and the Employee Education Services is working in a combined effort to produce a Research & Development program overview video that will promote research studies and programs at VA medical facilities across the country. The overall goal is to raise awareness of the VA Research & Development program and the notable contributions it has made to veterans, medical science, and health care for decades.

The video will include a series of highlights from each major topic within the VA research portfolio as well as an overall program review. Together, these parts will present an account of our progress and will make a statement of our commitment to improve veterans’ lives.

In order to create these 2 minute segments, a VA film crew will travel to VA facilities to film research programs, interview investigators, and speak with veterans about their experiences with the program.  

In the next two weeks, a VA video producer, Sara Barger, may be contacting you and your PAOs to schedule filming at your VA Medical Center or research facility. We ask that you assist the producer and PAOs in filming the necessary scenes.

Memo describing this will go out today with more details and contact numbers if you have any questions.  Thank you.
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4.
Service Updates:
●
CSR&D Update – Grant Huang, PhD and Theresa Gleason, PhD
RDIS Part II- CSP– Grant Huang, PhD
As a reminder, please ensure that an individual page 20 and 21s are generated for each investigator involved in a CSP study.   Additionally, we’re asking that research offices review these documents to ensure that CSP funding streams are being clearly identified on these reports. 

If you do not see a page 20 for a CSP study at your site, please verify that the study has been entered in ePROMISE.  If the study is not entered, than these documents will not be automatically generated.

Your assistance with checking that CSP studies are included in the page 20 submissions will help with ensuring that VERA calculations for your facility are handled correctly.

Further questions on ePROMISE or RDIS Part II may be directed to RDCC Helpdesk at vhacordcchelp@va.gov.  Other matters related to the CSP can be directed to Dr. Grant Huang, CSP Deputy Director, at grant.huang@va.gov or Bridgett Baer, CSR&D Administrative Officer, at Bridgett.baer@va.gov.

Unannounced audits

To help with maintaining the integrity of CSP studies and to continue with efforts emphasizing the priority placed on human subjects protections, CSP will begin a process for unannounced audits for CSP studies.  These audits will include reviewing case report forms, study records and informed consent forms for a given study.  

CSP site investigators and study coordinators are provided with Good ClinicalPractices training at the beginning of each study, so individuals should be familiar with study requirements.  Further, CSP’s Site Monitoring, Auditing & Resource Team (SMART) and Coordinating Centers will continue to serve as a resource for investigators in case there are questions.  We’d like to ask for your support in reminding investigators of their responsibilities. 

Questions regarding the CSP can be directed to csp@va.gov.
Data Monitoring Committees – Theresa Gleason, PhD
CSRD has now established a panel of Data Monitoring Committees (DMCs) to monitor the clinical trials funded through Merit Review, Career Development or any other non CSP mechanism. The CSRD DMC is provided as a resource to PIs who in the past convened and managed their individual DMC for each clinical trial.

PIs proposing clinical trials may include the CSRD DMC in their proposal.  Additionally, at the time of funding, CSRD will review all clinical trial proposals to determine whether a study warrants assignment to the DMC, and a letter from the Director CSRD to the ACOS/R and PI will approve the DMC assignment post-award.

Once approved, the PI works with the committee, managed by the Hines CSP coordinating center, to conduct an initial review and establish reporting requirements.  

In most cases, assignment to the CSRD DMC will be made for interventional studies, including those proposing inclusion of IND or IDE. PIs may contact us with questions at any time including before submitting a proposal.  We are most interested in making sure the clinical trials are adequately monitored and consider the full spectrum of data and safety issues.  More DMC information will be posted soon on the CSRD website.

●
HSR&D Update – Seth Eisen, MD


Reminder on ITS Requirements
For HSR&D proposals that will be submitted December 15, please remember that Intent to Submit (ITS) information, including the proposal abstract, must be submitted electronically by November 3, 2008 using the form at HSR&D's ART Website.

Early Submission Strongly Advised
HSR&D strongly recommends that applications be submitted to Grants.gov no later than December 8, 2008, based on the experience of our BLRD/CSRD colleagues.  After the December 15 submission deadline, applications with errors in Grants.gov will not be accepted for review.  HSR&D will only accept applications for review that are accepted by eRA with only warnings or no warnings by December 15, 2008.  Applications not submitted in accordance with HSR&D’s RFA (HX-09-001 for IIR, HX-09-002 for TBI, and HX-09-003 for NRI) will be administratively withdrawn and will not be reviewed.    
Multiple PIs – Opportunity Requires Strong Justification and Discussion with SPM
The eRA system allows multiple PIs.  If any of your investigators believe strongly that the magnitude of their distinct expertise and intellectual leadership for a particular proposal warrants designation of more than one PI, please highlight for them the requirements outlined in the parent HSR&D RFA http://vaww.research.va.gov/funding/rfa.cfm.  Most importantly, investigators should address questions regarding the appropriateness of using multiple PDs/PIs with a HSR&D Service Scientific Program Manager prior to submission of their application.  An application proposing multiple PDs/PIs requires a new section in the research plan, entitled “Multiple PD/PI Leadership Plan.”  A leadership plan is required if more than one individual is assigned the role of PD/PI on the SF 424 (R&R) Component: Senior/Key Person Profile or in Section A of the SF 424 (R&R) Budget Component.  When considering multiple PDs/PIs, please be aware that the structure and governance of the leadership team as well as the knowledge, skills and experience of the individual scientists, will be factored into the assessment of the overall scientific merit of the application. Non-VA investigators may not be assigned a PD/PI role.
If the merit review board recommends more than one PI on a particular project, that recommendation will be considered by the Director, HSR&D, who will make the final decision.

●
RR&D Update – Patricia Dorn, PhD

Funding decision letters will start going out this week. The percentile cut-off for funding is at 25%, which correlates to scientific priority scores of 19.5.

Center & REAP Solicitation

We received 26 LOIs, 14 for Centers of Excellence and 12 for REAPs. Full applications are due Monday, November 24th. Review is scheduled for January 27th and 28th in DC. We currently have 13 Centers and 5 REAPs. Our intention is to increase those numbers pending scientific review outcomes. Again, the priority areas indicated are TBI, regenerative medicine and social reintegration.  We have received LOIs in those priority areas (the most in TBI), as well as other important areas of rehabilitation.

We are in receipt of 225 Merit and Pilot project, as well as career development LOIs.  This is a record number for RR&D. If there are any questions or concerns about your LOI you will hear from scientific program staff by October 31st.  Full applications are due December 15th via grants.gov for merit and pilot applications. Career development and career scientist applications can be sent as paper documents or PDF this round. The scientific review meeting date is March 2-3, in Crystal City

The 2008 James J. Peters SCI Scholar Award from the United Spinal Association will be given to Dr. Robert Brown. Dr. Brown, a career development awardee, is from the W. Haven Center of Excellence on Restorative Function in Spinal Cord Injury and Multiple Sclerosis (Dr. Steve Waxman is the Director). The award is given to junior investigators whose research holds promise to answer important questions in SCI research. Dr. Brown’s research is in the area of Neuronal Precursor Cells for Treatment of Spinal Cord Tumors and Injury. The award will be presented on October 30th at the W. Haven VA as part of a larger celebration 

On October 30th the VA Connecticut Healthcare System, Yale University of Medicine, and Paralyzed Veterans of America are hosting a 20TH anniversary celebration of the center for neuroscience and regeneration research and ribbon cutting of new research facilities. 
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