Notes, ORD Field Conference Call

Monday, February 25, 2008
1. CRADA Meeting – Amy Centanni
As most of you know the Under Secretary for Health signed the CRADA Directive on December 26, 2007, effective 90 days from execution.  The Directive mandates the use of CRADAs for all clinical trials as of March 26, 2008.

In anticipation of the upcoming effective date NAVREF hosted a CRADA conference on our behalf last Wednesday, February 20th.  The conference was intended for pharmaceutical and device companies, as well as law firms and CRO’s who act on behalf of these companies.  There were about 50 people in attendance with representatives from 26 different companies, law firms and CRO’s.  The Under Secretary for Health and the General Counsel attended, providing opening remarks to the attendees.  In addition, Dr. Kupersmith provided an overview of VA research which was well received since many of the attendees did not realize all that VA is involved in.

The meeting went very well and was very well received.  NAVREF provided evaluation sheets to all the attendees and every single response was positive.  Everyone left with a more positive attitude toward CRADAs.  A woman from a local law firm, who stated she had previously advised her clients not to work with VA, stated that after attending the conference she was completely comfortable advising her clients to start working with VA again.  In addition, representatives from Merck stated that the company had decided a year ago not to work with VA on any clinical trials, but after reviewing the new model agreement and attending the conference they were going to start working with VA again.  Furthermore, four companies informed us that they had marked up a draft model agreement as a proposed master agreement and were now comfortable with submitting it to TTP for review and processing.  Dr. Jeff Moore will be following up with these companies and others to try and keep the momentum going.

Most of the day was spent going over CRADAs, what are they, how do they work, etc and walking through the actual model provision by provision.  The conference was very interactive and some of the suggestions that were made by the attendees were accepted on the spot (General Counsel Staff was in attendance to approve these modifications).  This helped to demonstrate VA’s willingness to work with the companies and negotiate the terms.  It showed that it was not simply a take-it-or leave-it document.

Finally, staff from both my office and the Office of General Counsel will be speaking at other upcoming conferences where pharmaceutical companies and device companies will be in attendance to continue to spread the word and educate the field.

Thank you.
2. CDMRP “Alternate List” Proposals - Joe Francis, MD, MPH
Recently, the Department of Defense’s Congressionally Directed Medical Research Program (CDMRP) notified investigators whose proposals were selected for funding out of the FY2007 special appropriation for TBI and PTSD research.

Because the number of meritorious proposals far exceeded the available funds, a number of VA investigators were notified that their submissions were placed on the “Alternate Fund List”.

VA’s Office of Research and Development is willing to evaluate those Alternate List proposals from VA investigators for the possibility of intramural funding from our Research appropriation, and invites eligible investigators to submit their proposals to us for an expedited review.

The following criteria apply:

a. The research must be appropriate for VA intramural research

b. All VA investigator eligibility requirements must be met

c. All VA just-in-time compliance requirements must be observed

d. ORD service-specific budget caps must be followed

e. Investigators must not be duly funded for the same work – so, if a proposal is funded by VA, the investigator has agreed to having the project taken off the Alternate List and not to accept DoD funds in the future for the same work
Investigators who chose to submit a proposal should utilize VA 10-1313 forms for their cover sheet, summary, investigator bio-sketches, and VA budget information.  They may submit the same proposal narrative as was submitted for CDMRP.  Comments from CDMRP reviewers and the CDMRP summary statement should also be included.  

Please note that, since this is a special solicitation, the “single Merit” rule does not apply.  However, proposals must not duplicate ongoing work, nor can there be two proposals under review simultaneously for the same work.

Two electronic copies of the proposal, on CD-ROM, with all documents in pdf format, are due to ORD by March 31, 2008.  Please address the document to Alex Ommaya, ScD, Director, Translation Research, Office of Research and Development (12), Department of Veterans Affairs, 810 Vermont St. NW, Washington, DC 20420.

For questions please contact Alex.Ommaya@va.gov
3. Budget Update – Maureen Carroll
0161A1 

We have received $411M - VHA Finance indicated that these funds may be sent out to the field next week.  

0161BE

We will be receiving $69M - OMB has not signed the apportionment document for the funds to date.  Although this is a two-year fund these funds need to be treated as one year funds. Obligations against these funds should be contractual in nature meaning they should be used for equipment and administrative contracts.  Guidance regarding these funds and the accounting classification codes will be coming out shortly.  An ACC has been established for the four categories listed below:

· Research:  support for projects designed to enhance the health and well-being of veterans (VHA Strategy 5)

· Capacity Building: those projects that enhance the overall research enterprise by creating a climate of innovation and promoting excellence in the conduct of research (VHA Strategies 7 and 8).

· Equipment:  new and replacement items that are necessary to conduct research safely and efficiently (VHA Strategy 8).

· Research Translation—projects that promote evidence-based clinical and system improvements designed to enhance the health and well-being of veterans (VHA Strategy 5). 

0161X5

We have a substantial amount of funds still un-obligated from the OIF/OEF supplemental.  Again we must express the importance of getting these funds obligated as soon as possible.  If you cannot use these funds please let us know so we can pull these funds back and reprogram them for another project. 
4. Research Week – Gina Clemons
SUMMARY OF RESEARCH FACILITY KEY DELIVERABLES & DUE DATES

· March 7


General plans and date(s) of research office activities (mail them, fax or email!). We encourage you to invite individuals from ORD to participate. Please make the request as soon as possible so we can ensure that you have all the support you need. Be sure to indicate on the form whom you have invited from ORD.

The form can be found at:

http://www.research.va.gov/resources/ORD_Admin/research_week/default.cfm
March 21


For use in the VACO Research Day Event (May 12, 13, or 14) A highlight from each site showcasing an event, study, investigator, team initiative, award, etc. (you decide). We need a high quality photo that can be enlarged to 11X17 or larger and a text summary (50-100 words max). (Inclusion of a quote would be great. Please work with your Public Affairs Office before submitting.) You may submit more than one. Don’t let your facility be the one that is missing out on this opportunity to receive recognition for all the work you are doing to improve veterans’ lives.
· If you would like to suggest for consideration a topic, speaker, poster, or demonstration for the VACO Research Week event, please send a brief summary of the suggestion to Christine Amereihn at (410) 962-1800, 273. However, please understand that we have a limited number of opportunities and need to have a mix of all services, types of research, areas of research, etc. and may not be able to include your suggestion. All suggestions need to be received by March 7 to be considered. (Note – This information not presented on call.)
Mid-April

· Presentation on the Communication Initiative with a question and answer sessions for all interested research facility personnel and Public Affairs Officers will be held some time in April. We will be sending out information regarding the presentation once we have finalized a date and time. Tentatively, we are looking to hold the training April 14, tentative 2-3pm, EST. Look for more information to follow.

Following Research Week Event

· Summary of activities and pictures. Form can be found at: 

http://www.research.va.gov/resources/ORD_Admin/research_week/default.cfm
Return Information to:

· Christine Amereihn at Christine.amereihn@va.gov; fax – (410) 962-1800, 273. Christine can be reached at (410) 962-1800, 273.
Office of Research and Development Communication Initiative & Research Week

February 25, 2008

Opening:
· Approved Quote – for use in communications regarding the VA Research and Development program:

"The VA Research program is the foundation for advancements in

Veterans' health care and represents the promise of a better life."


James B. Peake, M.D.

Secretary, Department of Veterans Affairs

· A complimentary quote from Dr. Kupersmith will be available shortly.

· These are just a few of the tools that will be available to assist you as you move forward in planning your facilities Research Week Activities.

Research Week Overview:
· Research Week has been scheduled for May 11-17, 2008; however, we understand that your facility may have a better opportunity on a different date to promote the research advances.

· The theme for this years Research Weeks is: “VA Research: A Promise for a Brighter Tomorrow”
· The concept of VA Research Week was a result of an effort to bring VA research more into the public eye. 

· Research Week is an exceptional opportunity to involve not only the investigators and research staff but also non-research VA employees, local VSO members, Congressional representatives and their staff, and veterans. 

· During last several years, more than 39 (update - change call I said – 25) centers across the country, including San Juan, have participated in promoting and celebrating research week in a variety of ways. 
· Some creative events have included:

· The opening of special lab or research space/centers, 
· Career recognition awards/ceremonies, 
· VIP treatment day for veterans’ participating in research; and 
· Other special events for researchers, research staff, and veterans that participate in research studies. 
· Most of the stations that have undertaken these events have appreciated and enjoyed the outcome and look forward to planning for the next year’s event! For those that have not participate in the past, we understand that there you all have limited time and resources but we ask that every facility make an effort to at least display our poster and perhaps a few points of interest from your own VA medical center. Otherwise, you are conducting a lot of work and missing the opportunity to really showcase it.

· Based on past experience, the biggest hurdle in planning a successful Research Week seems to be that some investigators look at this as an opportunity to display their scientific advances in a scientific way. This limits the general workforce and veterans from understanding the information. Those stations that have been careful to shape their presentations to a general audience have been most successful. Some stations produce brochures that highlight local research that in turn can be distributed to other areas of the hospital and the community. 

· Research week also offers an opportunity to bring the story of VA research to a broader audience by inviting the news media to cover the events. Medical centers are encouraged to present research findings and highlights from all four services within VA research, including rehabilitation, biomedical laboratory, clinical science, and health services research. 

· Public affairs officers are encouraged to be involved so they may attract the interest of local print and electronic media outlets. Also, affiliated medical schools, VAMC employees, the community in general, and high schools or college students that may be interested in a career in research are encouraged to attend.

Communication Initiative:

· R&D will be using this year’s Research Week, May 11-17, to launch a communication initiative.
· A proactive, comprehensive communication strategy is essential to the continued success of the VA Research and Development program.  Channels for communication and opportunities to raise the awareness of the significant contributions the VA Research program has on improving veterans’ lives already exist, but are not utilized to their fullest extent.  

· Therefore, as you have heard, we are in the development stage of launching a full R&D communication initiative that will follow a social marketing model with on-going evaluation and continuous improvement.

· First phase of the communication initiative is to maximize existing opportunities and extend the reach by working with stakeholders – Research Week provides a great venue to start this collaborative effort.

VA Central Office Event
· ORD is leading a planning group with representatives from other components of VA/VHA, Veterans Services Organizations (VSOs), and other key stakeholder groups to determine the best venues to highlight research advances and the impact they have on improving veterans’ lives. One opportunity being planned is an open event at VA central office. 

· The event will be sponsored by VA, but planned in collaboration with VSOs and other key stakeholders. Members of Congress, their staff, and individuals from the media may be invited to attend

· It will be held during Research Week, either May 12, 13, or 14, but we are still settling on a date. We hope to have it finalized shortly and will post the date on the website as soon as it is settled. 

Research Week Tools and Resources – Developed as Part of the Communication Initiative
· While the first stage of the communication initiative will be three years, one of the paramount keys to a successful communication strategy is timing. Therefore, while there is a heightened interest in VA activities, we will be launching the communication initiative, utilizing new material, but using the opportunities presented during Research Week for testing and market research. 

From ORD ‘08

Currently available/or available in the next couple of week [on web]:

· General guidelines for research week activities
· Secretary Peake’s quote
· New R&D logo & instructions for use
· Research Advances (Fact Sheets)

· Pdf of poster

Available by March 14:

· Mailing of posters (will be mailed)
· Secretary’s Signed Declaration  (will be mailed)

· R&D Power Point Presentation (web)
· R&D Core Message (web)
Available by April 1:

· General R&D Brochure

· Topic Brochures

Guidelines

· A general guideline has been developed for VAMCs to reference. It is posted on our website and updated periodically. See

http://www.research.va.gov/resources/ORD_Admin/research_week/default.cfm
Contacts
· For questions regarding Research Week, contact Christine Amereihn at Christine.amereihn@va.gov or (410) 962-1800, 273.
· For questions regarding the R&D Communication initiative, contact Gina Clemons at gina.clemons@va.gov or (410) 962-1800, 289.
5. Principal Investigator Checklist Requirement - Brenda Cuccherini, PhD
A memo dated February 6, 2007 required that all Principal Investigators (PI) with active research studies complete a data security checklist and submit it and a certification to the ACOS/R&D by April 15 of that year and then annually there after.   

Since that time there have been a number of safeguards put in place that would help ensure the privacy and security of research data.  One of these safeguards was the publication of Directive 2007-040 that requires your facility’s ISO and Privacy Officer to be appointed as non-voting members to either the IRB or the R&D Committee.  The Directive further requires that each research protocol be reviewed by the ISO and Privacy Officer who must give approval that would indicate that the privacy and security plans are consistent with all requirements and that the data will be appropriately used and secured.

Because of these new requirements ORD is taking the following steps:

1. The data security checklist will be updated to reflect that it should be used as guidance in reviewing protocols for compliance with privacy and security requirements.

2. PIs are no longer required to complete the data security annually, and 

3. ORD will be posting new guidance on its web-site regarding the use of the revised check list.   
6. Service Updates:
●
Central IRB – Lynn Cates, MD
The VA Central IRB met for the second time on Friday, February 22, convened by Co-chairs Dr. Jim Finkelstein (Washington, DC) and Steve Bartlett (Denver).  There are 17 members from 13 different VISNs.  Their first meeting in December dealt with training and organizational issues.  The second meeting was devoted to a mock review.  The tentative date for the first review is sometime in April.  The VA Central IRB will review only ORD-funded projects.  The ORD Service Directors will select the projects for review.  Local VA facilities must sign a Memorandum of Understanding (MOU) with the VHA Central Office Human Research Protection Program in order to use the VA Central IRB.  The MOU template just went into concurrence last week so we are not quite ready to sign up local facilities yet, but we have started a list of those that are interested.  If your facility would like to use the VA Central IRB, please have your ACOS/R&D send me an email and we will put you on the list.  If you have any questions, please contact Lynn Cates at lynn.cates@va.gov.

●
RR&D – Patricia Dorn, PhD


RR&D SCIENTIFIC MERIT REVIEW:

We held review session I on February 20th and 21st. Review session II will occur this week on February 28th and 29th.  Scientific priority scores and percentiles will be sent as soon as possible. 
RECENT REQUESTS/INFORMATION SENT TO THE FIELD

CENTER of EXCELLENCE INCREASE in CORE FUNDING 
The Rehabilitation Research and Development Service is increasing core dollar support to Centers of Excellence in FY’08 from $850,000 to $1,000,000 per annum. We recognize that you have been incurring increasing costs to maintain core Center operations and want to be responsive to those issues. This change is effective immediately. The additional $150,000 will be sent as soon as possible to your station under the Center project number and Director’s name. Please be reminded that the additional dollars must be obligated in FY08.

Should you have any questions, please contact Patricia Dorn (patricia.dorn@va.gov, 202.254.0261).

REAP INCREASE in CORE FUNDING 
The Rehabilitation Research and Development Service is increasing core dollar support to Research Enhancement Award Programs in FY’08 from $250,000 to $350,000 per annum. We recognize you have been incurring increasing costs to maintain core REAP operations and want to be responsive to those issues. This change is effective immediately. The additional $100,000 will be sent to your station as soon as possible under the REAP project number and Director’s name. Please be reminded that the additional dollars must be obligated in FY08.

Should you have any questions, please contact Patricia Dorn (patricia.dorn@va.gov, 202.254.0261).

TRAVEL AWARDS 
Effective immediately RR&D is changing the travel award policy to participate in and attendings. Two travel awards of up to $1500 each will be allowed for each project of three years or more. Both awards cannot be in the same year. One travel award of up to $1500 will be allowed for each project of two years or less. The Principal Investigator determines who will be nominated for the travel award. The awardee must be a named investigator on the project.  Travel award requests must include project number, title, PI, person traveling, name/date/location of meeting and abstract of work to be presented. Costs for travel, lodging, transfers and per diem must be provided (no registration fees).  Send requests to Ms. Joann Johnson (jo.johnson@va.gov). 

SUPPLEMENTAL FUNDING to ONGOING PROJECTS 

The Rehabilitation Research and Development Service is offering an opportunity for supplemental funding to investigators with a currently funded project.  A maximum of $70,000 may be requested. The application (5-page maximum) should include the project number, title, PI, station and a justification, explaining how the funds would be used to augment the existing research study. Do not include equipment, IT or travel items. Applications will undergo expedited scientific review.  All funds awarded must be obligated by September 1, 2008.  Applications will be accepted through Monday, March 31, 2008. Late submissions will not be accepted. Application submission follows standard procedures, whereby applications are sent to RR&D through the research office of the originating medical center. Should you have any questions, please contact Robert J. Jaeger, PhD (Robert. Jaeger@va.gov, 202.254.0201).

SMALL & LARGE EQUIPMENT REQUESTS for PRINCIPAL INVESTIGATORS 
The Rehabilitation Research & Development Service is issuing the following two funding opportunities. Requests will be accepted through February 28, 2008.  Requests received outside of this time frame will not be accepted. Requests should be emailed to Linda.simmons@va.gov. Should you have any questions please contact J. Thomas Pierce, PhD, MBBS (john.pierce3@va.gov or 202.254.0268). Funding decisions will be based on an administrative review that includes consideration of high priority research areas.  

1. Small equipment (no IT items) requests for items costing $50,000 or less. Provide a memo (up to 2 pages) to justify the need for the equipment, include its functional role in the research effort, where it will be placed and who will operate it. You may request more than one item, but the total cannot exceed $50,000 and each item must be justified. Any funds received must be obligated by September 1 2008. In the email subject line state “small equipment request.” 

2. Large equipment (no IT items) requests for an item costing more than $50,000. Provide a memo (up to 2 pages) to justify the need for the equipment, include its functional role in the research effort, where it will be placed and who will operate it.  Any request for an item costing between $250,000 and $1,000,000 (maximum) must further be justified on the basis of shared use among VA investigators. Any funds received must be obligated by September 1, 2008. In the email subject line state “large equipment request.” 

IN GENERAL

Please note that all the appropriate channels must be followed to submit requests to RR&D in that they must go through the research office of the originating medical center. 

The travel, supplemental and equipment requests apply to Merit Projects and Career Awards. The career development awardee is the PI on their award. Any supplemental or equipment requests from career development awardees must be justified on the basis of how the additional funds or equipment  fit precisely into the research plan delineated in their application. 


●
HSR&D - Shirley Meehan, MBA, PhD
Short-term Health Services Research Projects (SHP):  Responses to our Short-term Project Review Opportunity have been tremendous. We received almost 300 applications.  We appreciate the cooperation of the ACOS/R offices in this just-in-time targeted initiative so that we can support innovation and rapid development of studies to meet new challenges in providing the best possible care for veterans effectively and efficiently.  Projects will be reviewed next week (March 4-6) as part of our already-planned Scientific Merit Review Board session, and we expect to announce plans for funding (contingent on and pending receipt of IRB, R&D Committee and related approvals) by March 21.

Merit Review Follow-up:  HSR&D expects to distribute scores of proposals reviewed March 4-6, via e-mail to ACOS offices, no later than the following week (by March 14); summary statements should be e-mailed no later than April 18.  Please do not contact us for information until summary statements are received, as that only delays the process.

HSR&D National Meeting:  HSR&D held a very successful National Meeting Feb.13-15th.  Over 575 researchers, clinicians, and VHA managers participated in the meeting that featured 17 workshops, 82 paper presentations, and 120 posters.  Details will be included in the write-up of this call. [Details for write-up:  Highlights included Dr. Kupersmith’s presentation of the USH Award for Outstanding Achievement in Health Services Research to Dr. David A. Asch for his excellence in research and on-going mentorship.  Dr. Asch is the co-Director of HSR&D’s Center for Health Equity Research and Promotion (Pittsburgh-Philadelphia). Other highlights included: a keynote address by Dr. Carolyn Clancy, Director of the Agency for Healthcare Research and Quality (AHRQ), collaborative workshop sessions with our Rehabilitation R&D Colleagues; and a moving and provocative talk by Garth Stewart, a young veteran who was injured in the conflict in Afghanistan.  Planning for next year’s national meeting is well underway.  The theme for the meeting will be “Defining Optimal Care: Balancing Quality, Cost and Patient Preferences.”]  


7.  Special Announcement – Joel Kupersmith, MD

Dr. Kupersmith announced that Dr. Joe Francis, Deputy Chief R&D Officer, will become the Acting Deputy Chief Quality Officer.  Dr. Francis has done an outstanding job in his present position.  We wish him the best and will work with him closely in quality of care issues.
Dr. Timothy O’Leary, Director of Biomedical Laboratory, will be assuming the role of Acting Deputy CRADO and will continue his role as Director of Clinical Sciences R&D.  Dr. Ronald Przygodzki will assume the role of Acting Director of Biomedical Laboratory R & D.  
