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Announcements:

The next ORD Field Conference Call is scheduled to be held on Monday, October 15, 2007, at 1:30 pm.  The dial-in number is 1-800-767-1750, access 17323.

1.  CRADO opening remarks
Dr. Kupersmith discussed the upcoming relations change that the ISO and privacy officers may be appointed to the IRB.  A new directive will be issued.

2.  Banking of Human Biological Specimens - Marilyn Mason, PhD 

A human biological specimen is any material derived from a human subject—such as blood, urine, tissues, organs, hair, nail clippings, or any other cells or fluids—whether collected for research purposes or as residual specimens from diagnostic, therapeutic, or surgical procedures. 

Biological specimens collected and stored for future research purposes that are beyond the scope of work described in the original protocol and informed consent or those collected under a protocol designed for banking of specimens are considered banked biological specimens. 

Human biological specimens collected under a VA-approved protocol are not considered to be “banked” specimens if they are used for only the specific purposes defined in the protocol and are destroyed either when the specific testing/use is completed or at the end of the protocol. 

· Important Notes:

· If the protocol is 5 years or longer and the specimens are stored off-site at a non-profit institution until the end of the protocol, then the investigator must obtain a waiver from ORD.

· If the specimens are stored off-site at a non-academic, for-profit institution for greater than 3 months, a waiver must be obtained from ORD.

On-Site Tissue Bank

A tissue bank established at a VA site by a VA-paid investigator does not require ORD approval. The ACOS/R or research office should maintain records of all tissue banks within the facility. 

Off-Site Tissue Bank

· The researcher must obtain a waiver from ORD before banking human biological specimens at an off-site location.

· Off-site tissue banks are approved on a per protocol basis. 

· The exception is for National Cancer Institute (NCI)-sponsored cooperative tissue banks listed on the next slide. As a result of a letter of understanding with the NCI, these banks are designated as VA-approved if they are used for one of their protocols (for example, the SWOG-supported tissue bank can be used for SWOG protocols without ORD approval). 

· Specimens may not be banked at a non-academic, for-profit institution

· Specimens must be labeled with a code that does not contain any of the 18 HIPAA identifiers.

· The key to the code must be maintained at the VA unless there is a compelling reason otherwise.

· If data linked to the sample leaves the VA, then it must be de-identified or stored in a database that is encrypted according to FIPS 140-2 standards. 

Non-Banked Specimens Stored at Non-Academic For-Profit Sites
· If the specimens are held for greater than 90 days, then a waiver must be obtained from ORD.

· Only analyses/tests listed in the protocol and informed consent may be performed.

· The code must be maintained at the VAMC.

· All specimens and associated data must be de-identified.

· DNA and RNA may not be analyzed.

· The company must inform the PI in writing when samples are destroyed.

· HIPAA authorization must expire.

· Case reports may not contain initials if they leave VA.

· Specimens must be destroyed upon request of the subject.

· Before company personnel may view files at the VA, they must complete VA data security and privacy training. 

· Specimens must be destroyed within 1 year of the study completion date.

To apply for an off-site waiver, the investigator must complete VA form 10-0436. This is a pdf form that can be filled in and saved using Acrobat Reader version 7 or higher (http://www.va.gov/vaforms/medical/pdf/vha-10-0436-fill.pdf).

The application should be e-mailed to Marilyn Mason (Marilyn.Mason@va.gov). The ACOS/R or designated person in the research office must be carbon copied. Alternatively, the form and requested information can be mailed to the address given on the form. 

3.  eRA Updates – William Goldberg, PhD
Good afternoon.  I’d like to update everyone on the status of our transition to electronic submission of Merit Review proposals and provide some information about our next steps.

OMB has indicated that it expects federal agencies to align with one of the designated “hub systems” for electronic submission of federal grant applications using the new SF-424 application through Grants.gov in FY-08.  Although NIH initially experienced a relatively high failure rate that forced investigators to resubmit their applications multiple times, most of these problems have now been resolved.  The report from NIH on its last review cycle indicated that 63% of investigators submitted an error-free application on the first attempt and 90% submitted an error-free application with the second attempt.

Because of the similarities in review processes between NIH and VA, and the availability of the CRISP database to make public information about the VA-funded research, ORD has selected NIH as its partner in the transition to electronic submission.  VA is the first non-HHS organization to attempt to use NIH’s eRA Commons system for electronic peer review.  Both NIH and VA are pleased with the progress made to date on implementing VA’s use of the system.

We completed a pilot submission this summer with the help of HSR&D and I’d like to thank everyone here at Central Office and out in the field who participated.  We have finished our analysis of the pilot and have identified a number of issues that must be resolved with NIH and Grants.gov.  None of these issues are insurmountable and we still anticipate initiating general submission of Merit Review applications through Grants. Gov and eRA Commons some time next fiscal year.

The next critical step to be completed in this process is for the R&D Offices at the Medical Centers to begin the registration process in Grants.gov and eRA Commons.  Both registrations must be completed before you will be able to submit electronic proposals.  We have worked closely with the sites who participated in this summer’s pilot to construct the most complete set of instructions possible.  We will distribute these instructions, along with a spreadsheet to return some critical data, to small groups of Medical Centers in 2-week blocks.  This will be done in alphabetical order and will allow us to provide maximum help to everyone.

We ask that you not attempt to begin the registration process until you are instructed to do so.  Registration will take place during October, November, January and February.  Although December and March will be used as catch-up months to make sure that everyone has completed their registrations, we ask that you promptly begin the registration process when instructed to do so.  No RFA will be issued until we are sure that everyone has registered and provided us the information requested in the notice to register.

4.  HSR&D Update – Shirley Meehan, PhD
 
Merit Review:  HSR&D completed merit review of 112 research proposals August 24. We appreciate the hard work everyone involved puts into developing, submitting, reviewing, and providing feedback on research proposals.  Scores were distributed electronically August 29.  Anyone who does not receive a notification letter by October 18 should contact the appropriate portfolio manager or call our main line, 202-254-0207 and talk to Adrian Sims or Noelle Newman. Intent to Submit information for the next HSR&D round is due November 1; instructions will be distributed in October.
 
Career Development Review is this week; scores should be distributed next week; anyone who does not get a notification letter by October 27 should contact the HSR&D Program Manager, Robert Small.
 
HSR&D National Meeting Update: The HSR&D National Meeting is planned for February 13-15, 2008; the tentative location is Baltimore. The theme for this year’s scientific meeting is “Implementation across the Nation: From Bedside and Clinic to Community and Home.” The invitation-only HSR&D Career Development Conference is scheduled for February 13.  

 
Recent Publications:  
Dr. Kevin Volpp, an HSR&D Career Development Awardee, had an article published in the September 2007 issue of JAMA, which found that following implementation of new duty hour rules for residents, there were significant relative improvements in mortality rates for veterans with four medical conditions in more teaching-intensive VA hospitals.  This article and a second article in the same issue about Medicare patients were discussed in major newspapers and mentioned on CNN (by Sanjay Gupta, MD) as well as on National Public Radio (see www.npr.org).
 
The latest issue of HSR&D Research Briefs has been posted on the HSR&D website (http://www.hsrd.research.va.gov/publications/research_briefs/ ) and be on the lookout for print copies that are currently in the mail.  This issue features an article stressing the need for more HSR&D research for OIF/OEF veterans.
 
5.  Rehab Research and Development (RR&D) Update – Michael Selzer, MD
Merit reviews were conducted two weeks ago.  Approximately 140 applications were reviewed.  Thanks to those of you who participated.  Scores will be sent electronically later this week.  Summaries and critiques will follow electronically within the next 2 weeks.  They will be sent to ACOS, AO, and PI.  If the project is from a Center of Excellence (COE), the center director will receive as well.

Program Manager positions will be posted tomorrow through October 1, 2007 on USAjobs.gov and will also appear in the Washington Post.  These are GS 14 positions.

Several RR&D investigators received major awards including:

· Rory Cooper, PhD (Pittsburg VA) won the da Vinci Lifetime Achievement Award for his outstanding work aimed at improving the lives of individuals with disabilities.

· John Donoghue, PhD (Providence VA) won the Zulch Prize, Germany’s highest award in Neuroscience. 

· Hugh Herr, PhD won the Heinz Award for Technology, the Economy and Employment, in recognition of his outstanding contributions to prosthetics design.

6.  Local Accountability Meetings – Marisue Cody, PhD
The series of Local Accountability meetings begin next week in Salt Lake City. The three meetings scheduled for this calendar year are full.  An additional two to three meetings will be held early next year.  We hope to announce these meeting dates by early November.

7.  Best Practices – Reuben Wright, PhD
1.  Establish good collaborations between the research facility and Medical School.  If possible have an air-gapped network with their own separate closets on the VA grounds.  Put in place a system so that any VA computer that is plugged into the affiliate’s network will not authenticate.

2.  Established a Privacy and Information Security Steering Committee.  This committee helps identify risk areas and compliance-related issues with respect to privacy and information security.  This system helps to contribute to the VA’s Gold Standard by being proactive instead of reactive.

3.  The Research Compliance Officer has designed and printed a large poster that details the various requirements of the IRB. This poster is posted on the wall of the conference room where the IRB conducts meetings.  It is visible to all and helps to guide the board on their responsibilities and requirements.

4.  Posters about information security and physical security throughout the research facilities and office spaces of VA researchers.  New posters from ORD should be at your sites.  I sent the electronic version a couple of weeks ago.

5.  Regular town hall meetings of VA researchers and ISO, PO, ACOS, AO.  Invite the Hospital Director or designated representative.

6.  When possible make unannounced tours of research spaces (ISO, PO, ACOS, AO) and talk with the researches and ask compliance questions to ensure data sets are behind firewall.  Invite the Hospital Director or designated representative.

7.  Research AO, ISO, PO, VISN CIO/ISO have formed their own advisory committee to research sites.

8.  Safety Committee has included research data security as part of the agenda.

VSO - Summer Conference Updates

This past summer ORD VSO Speakers Bureau Program

July/August

Dr. Judith Long, Pittsburgh VAMC - Montford Point Marine Assoc – Diabetes Research

Dr. Jennifer Straus, Durham VAMC – PTSD and MST in Iraqi Women Veterans

Dr. Beck Yano, West LA VAMC – Mental Health and Women Veterans

Dr. Lisa Rubenstein, West LA VAMC – PTSD and Mental Health in Women Veterans

Dr. Joe Maino, Kansas City VAMC – Macular Degeneration

Dr. Tara Zaugg, Portland VAMC – Hearing Loss in Veterans

Lastly, ORD has an aggressive plan in place in which we are reaching out to minority and women’s group to encourage their participation in VA research.  I will be putting on web site activities that are ongoing and would like to encourage the AOs to get with the Volunteer Service Chief and the Minority Veteran Program Coordinators at your facility and introduce yourself if you have not and invite them to your spaces.  

ORD does collaborate with the Center for Minority Veterans, the Center for Women Veterans and VHA Volunteer Service Chief.  This past summer, Dr Yano and the Director of VA’s Center for Women Veterans were on a panel to discuss Women Veteran Health Issues and research on Women Veterans at the Disabled American Veterans Conference in New Orleans.  This was year 2 for such a panel.  And for a second year in a row, there was standing room only.  
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