ORD Field Conference Call Notes

Monday, September 21, 2009
1.   Welcome – Joel Kupersmith, MD
2.   Community Outreach – Reuben Wright, PhD
Research Data Security. 
Information Oversight and compliance will be conducting assessments of VACO beginning now throughout the end of year.  ORD will be notified via the ISO Mr. Stephen Barnes when a date has been established. 
ISO's and Privacy Officer's review of research protocols during the IRB or R&D committee is not optional.  VHA Privacy requires comments on each and every research protocol to ensure data security compliance. 
Community Outreach. 
ORD Community Outreach participated in 15 different efforts between June 1st and August 28th 2009.  During the month August ORD, along with informational materials from ORD Communications, participated in Vietnam Veterans Association in Louisville, KY; Buffalo Soldiers in Burlington, VT;  American GI Forum in Corpus Christie, TX; American Veterans, in New Orleans, La; Blinded Veterans Association in Portland, OR; Veterans of Foreign Wars in Phoenix, AZ; American Legion in Louisville, KY; and Disabled American Veterans in Denver, CO. 
If you have any questions, do contact ORD Community Outreach via phone or email.
3.   Technology Transfer – Jeffrey Moore
GSK, Merck and OncoGenex all recently became “official” master templates.  All current master templates can be found on the ORD/TTP website on the CRADA tab.  The masters are working very well, for instance Novartis (the first Master) had 28 new clinical trials within VA alone where as two years ago there were zero.  We have master template CRADAs with 10 of the top 13 Big Pharma companies.  We are actively negotiating with the other 3 which are J&J, Bayer and Abbott along with many other (see bottom for list). 
TTP has completed negotiations on a master template CRADA with several other companies and these are available for immediate use while they undergo formal concurrence by the USH.  Regenesis and Takeda are the newest one’s added. 
· Astellas 
· AstraZeneca 
· Lilly & Lilly when Quintiles is the CRO 
· Regenesis Biomedical, Inc. 
· Takeda 
Here is a list of the companies that we are currently negotiating with (they are in various stages some initial some close):

· Johnson & Johnson 
· Abbott 
· Boston Scientific

· OSI 
· Boehringer-Ingelheim

· Novo Nordisk

· Fibrogen

· Celgene

· Watson Pharmaceuticals

To date we have had 335 newly executed CRADAs in 09 alone.  The full breakdown is below.  This up from 154 CRADAs in 08 and 50 CRADAs in 07 and we have not even reached the end of the year yet.

Lastly, we have a new addition to the TTP staff, Dr. Lee Sylvers.  Dr. Sylvers has over 20 years of experience in biotechnology R&D, business development and intellectual property management.  His most recent position was a partner at TreMontic Consulting LLC which specializes in assessing technology portfolios, providing marketing assistance and assisting clients in negotiating licenses.  His experience also includes being President and CSO at Clairus Technologies, a life science commercialization company and prior to that he held senior management positions as several life sciences companies, including Pierce Chemical and Ambion.  This vast experience makes him ideally suited for the Technology Transfer Specialist position.

4.   Communications Update – Gina Clemmons

NEW MATERIAL

New VA Research and Development Program brochures available in the following areas:

· Personalized Medicine 
· Cooperative Studies Program 
· Genomics 
· QUERI 
· Tech Transfer 
· PRIDE (Available Oct. 14) 
· Central IRB (Available Oct. 14) 
These new brochures are in addition to the existing brochures on: Program Overview, Research Advances (Fact Sheets), Prosthetics and Related Technology, Women’s Health, Collaboration, Mental Health, TBI, PTSD, OEF/OIF, Data Security, and Volunteering in Research (English and Spanish). 

There is a new order form that can be utilized to obtain any or all brochures for use at your local medical centers and research facilities, meetings, conferences, etc. (Order Form Attached) You can also request copies by e-mailing research.publications@va.gov. We encourage you to avail yourself of this information that highlights the research discoveries and innovations that are improving Veterans’ lives and to help raise awareness of VA Research advancements.
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RESEARCH WEEK

Depending on schedules, National VA Research Week 2010 will be April 26-30. We will confirm the dates, and announce the theme, as soon as we receive word from the Secretary’s office. We are currently developing additional tools and resources to help with local VA Research Week events. Please let us know if you have any specific areas where you would benefit so we make sure it is included in our efforts. Contact Christine.Amerihn@va.gov with any suggestions. Similar to last year, we plan on shipping 25 copies of the VA Research and Development program brochures in January for use in your Research Week events. You will also receive the signed declaration and Research Week posters.


5.  Service Updates:

· HSR&D Update – Rita Lysik
Notification of Review Outcome:

HSR&D received 173 Intent to Submit notifications for the June 15th deadline. 113 proposals were actually submitted and reviewed by the Scientific Merit Review Board in August.  Scores for Merit Review applications submitted have been sent from eRA to the Principal Investigator.  The summary statement with reviewer’s written critiques will be sent to the Principal Investigator by October 1st.  NIH considers the summary statement information privileged and only allows access to the PI.  HSR&D will send a Notification of Review Outcome letter to Principal Investigators by October 7th.  This letter will include a summary of the SMRB discussion.  A courtesy copy will be sent to Center Directors, ACOS/R&D and AOs via e-mail.  HSR&D expects to fund 28 proposals (24.8%).
Intent to Submit Deadline:

HSR&D requires that Intent to Submit (ITS) information be provided for any application that is going to be submitted for the December 15th Merit Review deadline.  Intent to Submit (ITS) information, including the proposal abstract, must be submitted electronically by November 2, 2009 using the form at HSR&D's ART Website.  The website will be available starting October 1st.  Proposals which have not completed the ITS will not be reviewed at the scientific review meeting.

Submission of Proposals for the December 15 Merit Review deadline:

HSR&D will post 6 RFAs for the December 15 submission deadline.  The RFAs can be accessed at: http://vaww.research.va.gov/funding/rfa.cfm after October 1st. It is extremely important that the current version of the forms and instructions be used to prepare Merit Review applications.  Please note, especially for resubmissions, that there are changes/clarifications in the instructions.  Of particular note, each proposal must include a “Summary Budget Table” of the planned expenditures by category and site for the length of the project as the first item in the budget justification.  A sample of a completed “Summary Budget Table” can be found on HSR&D’s website.  In addition, applicants must complete and attach the Electronic Merit Review Submission Checklist to the application.

HSR&D has noticed an increase in applications that are not complete, contain inaccurate information, or contain copy and paste sections that do not make sense in the context of the narrative.  All proposals should be proofread prior to submission.  

Tiffany Asqueri no longer works for HSR&D.  The contact person for questions about electronic submission is:  Noelle Newman 202-461-1524 or noelle.newman@va.gov .

Early Submission Strongly Advised 
The first day to submit a Merit Review application to grants.gov will be November 15.  HSR&D strongly recommends that applications be submitted to Grants.gov as soon as possible, but no later than December 8, 2009.
Late applications will not be reviewed.
Evaluation of HSR&D’s Career Development Program:

HSR&D wants to remind all interested investigators that the deadline for concept papers for a Service Directed Research project to evaluate the Career Development Program is September 28. The maximum duration of funding for this project is 3 years.
Publications:

The summer issue of FORUM, the HSR&D newsletter, was published in August.  “Change in healthcare” is the topic of the issue that features an opening commentary from Dr. Joe Francis, Acting Chief of OQP and a research response article by Dr. David Atkins, QUERI Director.  Also included is an article on the challenges of achieving sustained system change by Dr. Martin Charns et al.  You can find FORUM on the HSR&D web at www.hsrd.research.va.gov/publications/forum 

The Fall issue of FORUM will be on the topic of Patient Safety.

· RR&D Update – Patricia Dorn, PhD
1)
August 2009 Scientific Merit Review of Merit, Pilot, All Career Development Applications
a.
155 Merit/Pilot applications in for review
b.
40 career application in for review (all types)
c.
Scores have been distributed and summaries/critiques are currently being sent out to the PIs
d.
Fundable range: scores of 191 (19.1 for career) or better
e.
Funding again at ~23rd percentile (overall percent, not per panel percentiles) 
2)
February/March 2010 Review
a.
RFAs to be posted by October 1st


i.
IIR Merit/Pilot applications
ii.
TBI 
iii.
OEF/OIF
iv.
SCI Translational Collaborative Consortium
v.
Cooperative program in translational research for neural repair
vi.
Amyotrophic Lateral Sclerosis, Parkinson’s Disease and Alzheimer’s Disease.
b.
LOIs due October 15, 2009 – all applications (including resubmissions) require an LOI
c.
Full applications are due December 15, 2009. Merit and Pilot applications are submitted via grants.gov/eRA commons and all career development are submitted electronically to rrdreviews@va.gov.
d.
RR&Ds eligibility requirement for PIs is the 5/8th VA appointment, non-clinicians do not have to seek additional eligibility clearance. 
3)
Reminder about New Funding Levels for Awards starting this coming review cycle.
a.
Career Development Level – 2 can request up to $65K/yr in operating expenses.
b.
Merit Awards can request up to 4 years, $275K/yr, can request up to $350K for one of the years, but not exceed the overall cap for number of years requested.
c.
Pilot Awards are 1-2 years and can request up to $100K/yr.
4)
RR&D Director Search
a.
The posting in USA jobs has a close date of October 4, 2009.
5)
Research Information Booths at:
a.
Society for Neuroscience in Chicago this October
b.
In addition to research booth there will be a Journal of Rehabilitation Research and Development (JRRD) booth at American Spinal Injury Association in Dallas this September
· BLR&D and CSR&D – Dr. William J. Goldberg, PhD

Update on the Fall 2009 Merit Review cycle for BLR&D and CSR&D

A total of 432 submitted Merit Review applications will be reviewed during November and December.  Three applications were not accepted for review due to missing the verification deadline, several applications have been withdrawn for administrative reasons, and several applications have been transferred to HSR&D for submission (with appropriate revisions) during their next review cycle.
BLR&D and CSR&D have completed the process of assigning applications to Merit Review Panels. The first of the 21 Merit Review Panels will meet on November 10. All requests to change Review Panel assignments should have been be sent from the research office directly to Dr. Leroy Frey at Leroy.Frey@va.gov.  

Although most applications were submitted with the required checklist, a number of issued on the checklist had not be appropriately addressed.  We are still receiving titles that exceed the 81 character limit and applications continue to be submitted using an incorrect application package (wrong R&D service or wrong RFA within the Service).  These issues have caused significant problems processing applications.

The investigators and Signing Officials in the R&D Office are reminded that they are responsible for the content and timeliness of the applications that are submitted.   Applications accepted by eRA Commons with no errors (with or without warnings) are provided a 2-business day examination window to check for errors.  On the 3rd business day, the application becomes verified by eRA Commons and is considered final.  Corrected versions may not be submitted after versification without prior approval (and withdrawal of the previous version) by ORD personnel.

As a reminder, please submit all questions/inquiries about the application process (i.e., completion of the application package) to the eRA mailbox in Outlook (rd-era@va.gov) address, rather than directly to Sara Clark, Dr. Leroy Frey, or myself.  If one of is out of the office, your questions will go unanswered until they return and can forward your questions to our support team.  The mailbox is monitored throughout the day and you will receive the quickest response if questions are sent here directly.  The eRA and Grants.gov helpdesks should only be used for questions about notification of a successful submission or problems accessing an account.  The eRA and Grants.gov helpdesks are not able to answer questions about completing an application to ORD.

Please monitor the ORD Intranet pages for changes to Guidance documents (http://vaww.research.va.gov/funding/electronic-submission.cfm) and available/current versions of RFAs (http://vaww.research.va.gov/funding/rfa.cfm).

· PRIDE – Margaret Hannon for Lynn Cates, MD 

· There will be a 2010 ORD & ORO Local Accountability for Research Meeting for ACOSs, AOs, and RCOs

· It will be April 7-8 in Baltimore
More information will follow.  We will notify you when the registration is available.
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Folder
Office of Research & Development
9"W x 12°'H

Brochure

Office of Research & Development
Overview

8"W x 10"H

Brochure
Afhganistan & Iraq
8.5"Wx 11"H

Booklet 12 pages

Office of Research & Development
Research Advances

8.5"W x 11"H

Brochure Tri-fold
Federal Research Collaboration
6.5"W x 11"H

Brochure Tri-fold
Posttraumatic Stress Disorder
6.5"W x 11"H

Brochure Tri-fold
Mental Health
6.5"W x 11"H

Brochure Tri-fold
Women'’s Health
6.5"W x 11"H

Brochure Tri-fold
Prosthetics and Related
Technology

6.5"W x 11"H

Brochure Tri-fold
Rural Health
6.5"W x 11"H

Brochure Tri-fold
Traumatic Brain Injury
6.5"W x 1"H

Brochure Tri-fold
Safeguarding Veterans’
Personal Information
3.5"W x 8.5"H

Brochure Four-fold
Volunteering in Resarch
3.5"W x 8.5"H

Brochure Tri-fold

VA R&D

Career Development Program
3.5"Wx 8.5"H
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