    ORD Field Conference Call Notes

For Monday, June 15, 2009


Welcome – Joel Kupersmith, MD

1. Service Updates: 
a. RR&D – Tricia Dorn 
1)     Nominations for the Paul B. Magnuson Award will be accepted through the end of the month, Tuesday, June 30th.  This is to account for the merit review application deadline, which is today. As a reminder, the Magnuson Award is the highest honor RR&D bestows upon rehabilitation researchers. Specifics about the nomination packet will be in today’s field call notes and can also be found in the previous call notes. 

Full information about the award is in Handbook 1203.6 located at: http://www.research.va.gov/resources/policies/by_service.cfm#RRD. Contact Patricia Dorn if you have any questions (patricia.dorn@va.gov)

Procedure to Compile Nomination Package:

Nomination packages are to be prepared by the Associate Chief of Staff (ACOS) for R&D, and submitted by the health care facility Director to the Director, RR&D at VA Central Office. The package consists of:

(1)   A statement from the VA facility Director presenting the rationale for the nomination.

(2)   A summary of the nominee’s research achievements, specifying contributions to knowledge, to the advancement of the field, and the specific relevance to veterans and VHA (not to exceed three pages.) Additional evidence of the impact of the nominee’s work may be submitted in any form (not to exceed six additional pages).

(3)   Nominee’s complete and current curriculum vitae and bibliography.

(4)   Letters of support from the local R&D Committee and the Dean’s Committee of the local medical school.

(5)   A letter of support from an investigator (who is not an employee of the nominee’s VA health care facility or a member of the faculty at the affiliated medical school).

Nomination packages should be sent electronically to rrdreviews@va.org. In the subject line enter “Magnuson Award Nomination.”

Review Process:

All applications are reviewed by an ad hoc review group to include rehabilitation professionals from both within and outside VA. The review group will recommend one nominee to the Director, RR&D. Upon approval, the Director recommends that candidate to the Under Secretary for Health, through the Chief Research and Development Officer (CRADO).

Award:

Awardees receive a $5,000 cash award and a plaque. Awardees with a currently funded, nationally peer-reviewed research project (VA Merit Review or non-VA research support) also receive an additional $50,000 per year for 3 years to support that research.

2)     In response to the increased costs associated with conducting research, RR&D is increasing budget caps for Merit/IIR, Pilot, Career Development Level 2, Center and REAP Awards.  

Effective immediately Core funding to Centers of Excellence is $1M per year and core funding to REAPs is $350K per year. 

 

Effective for the December 15, 2009 submission deadline (review cycle after this coming one) Merit/IIR projects can be from 1 to 4 years.  

1 year = $275K maximum

2 year = $550K maximum

3 year = $825K maximum

4 year = $1.1M maximum

 

The annual maximum of $275K may be increased to $350k in a single project year, as long as the overall budget cap is maintained. 

 

Pilot Projects can be from 1 - 2 years with a maximum of $100K in any given year.

 

Career Development Level 2 Awards can request up to $65K per year in operating expenses to conduct research. 

 

b. PRIDE/Human Research Protection – Lynn Cates 
A new draft version of VHA Handbook 1200.05, Requirements for the Protection of Human Subjects in Research, will be circulated to the field for comment within the next couple of weeks.  This version will differ significantly from the draft version you saw in December 2008.  Your thoughtful input has made this a much better document.  Please note that until the new VHA Handbook 1200.05 goes through the concurrence process and is signed by the Under Secretary of Health, you must continue to use the current version of VHA Handbook 1200.05 at http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1727. 

c. HSR&D – David Atkins 

New budget limits for Merit Review Projects:

Starting with the December 15, 2009 submission, HSR&D has increased the budget limit for Merit Review applications.    Investigators may request a maximum of $350,000 per year with a total project limit of $1.1 million.  Projects are limited to a maximum of 4 years.  In rare instances, a waiver may be granted for projects that exceed $350,000 in any one year or a total of $1.1 million. A request for budget waiver must be received no later than 30 days prior to the proposal submission deadline. The request must include all budget information for the proposal and a one-page justification as to why the waiver is being requested. Following approval by the local HSR&D Center (if applicable) and ACOS for Research Development, the request and related documentation should be sent via e-mail to the relevant portfolio manager. An e-mail response will be given within 10 days. If a waiver is granted, a copy of the e-mailed waiver must be included with all copies of the application. A waiver does not guarantee a project will be funded at the level requested.   

Center of Excellence Review Outcome: 

HSR&D reviewed 5 Center applications on May 12th. Based on the review meeting and site visits, HSR&D anticipates funding 4 proposals as Centers of Excellence and 1 proposal as a REAP starting in FY10.  Official funding notifications will be distributed by June 30th.

Under Secretary’s Award for Outstanding Achievement in Health Services Research:
Please be reminded that nominations for the Under Secretary’s Award in Health Services Research are due July 1, 2009.  Announcement of this award deadline and criteria for selection was sent to the field on May 12, 2009.  We encourage nominations of all qualified candidates.   Applications submitted in the previous year, but not selected, will be re-considered automatically; a new nomination package is not required. Individuals who were previously nominated more than one year ago, but not selected, may be re-nominated with the submission of a new nomination package.   Questions may be directed to Carmen Corsetti at 202-461-1523 or carmen.corsetti@va.gov or you may refer to the HSR&D’s website: http://www.hsrd.research.va.gov/for_researchers/under_secretary/. 

d. Policies/Handbooks and Directives – Brenda Cuccherini 
The VHA Office of Research and Development (ORD) has received questions from drug companies and investigators about collecting information on pregnant women when they are research subjects, research subjects who have withdrawn from the study or who have been terminated from the study, or pregnant partners of male research subjects. Many prescription and over-the-counter drugs used in clinical care are labeled as Pregnancy Category C by the FDA.* When Category C drugs are administered to women enrolled in research studies and these women then become pregnant, any information collection regarding the pregnancy or the outcome of the pregnancy must be included in the study protocol and informed consent, and the women must remain in the study while the information is being collected.

Below you will find some guidance on this issue:

Pregnancy is not an “unanticipated problem” if the protocol and/or the informed consent form mentions pregnancy as an exclusion factor, prevention of pregnancy, or what should be done if a pregnancy occurs.

Pregnancy is not an adverse event because it is not an unfavorable or unintended sign, symptom, or disease temporally associated with the use of the test article, and the pregnancy is not related to participating in the study. The exceptions are if the test article is designed to prevent pregnancy or interfere with birth control methods.

Congenital anomalies are serious adverse events (SAEs) that must be reported to FDA if they occur during the study.

Information can be collected on a research subject who becomes pregnant only if the IRB-approved research protocol, informed consent form, and data collection forms contain provisions for collection of information on the pregnancy, and the subject has provided consent in accordance with the IRB-approved consent process. Even if the protocol, informed consent, and data collection forms contain provisions for collection of information on the pregnancy, no further information can be collected if the woman’s participation in the study is terminated or she withdraws from the study.

Pregnant partners. The research protocol, informed consent, and data collection forms must include provisions for collecting information from and/or about the pregnant partner, and the pregnant partner must provide consent in accordance with the IRB-approved consent process before any information can be collected from and/or about the pregnant partner.

Collecting data on the newborn infant. The investigator must not collect any information on the newborn infant unless the newborn infant becomes a research subject. Before collecting any information from the newborn infant, the investigator must include provisions for studying the newborn infant in the research protocol, the informed consent form, and data collection forms, obtain approval from the IRB, and then appropriate informed consent from the newborn infant’s parent or legal guardian. A waiver from the CRADO must be obtained to enter the newborn infant into the study.

NOTE: The concept of the newborn infant’s being considered a research subject is analogous to the requirements for Med Watch reporting: If there is fetal death, miscarriage, or abortion, then the mother is the patient. However, if the child/fetus experiences a serious adverse event other than fetal death the child/fetus is the patient.
Research informed consent. The IRB-approved research informed consent process must be applied to everyone from whom the investigator will collect data because these individuals are research subjects. The informed consent form must contain sufficient information to permit the individuals or their Legally Authorized Representatives to understand the risks and benefits related to their participation in the study. The informed consent form must specifically address collection of such information as alcohol use/abuse, use of illicit drugs, and history of sexually transmitted diseases.

NOTE: If sensitive information is to be collected (e.g., alcohol or drug abuse, HIV status, etc.), obtaining a Certificate of Confidentiality from NIH is highly recommended.
Type of data collected. Some drug companies are providing forms for the investigator to provide subject identifiers such as initials, date of birth, and/or name. Investigators must not provide these identifiers to the sponsor unless the sponsor provides a compelling justification. The investigator should consult with the local Privacy Officer and/or Information Security Officer about suitable justifications. In addition, some drug company forms include general requests for information (e.g., “relevant” lab results, “relevant” concomitant medications). The sponsor must be more specific and identify which lab results are to be collected and define the term relevant medications. The investigator must only submit information specified in the IRB-approved research protocol, the informed consent form, and data collection forms.

*Pregnancy Category C: Animal reproduction studies have shown an adverse effect on the fetus, but there are no adequate and well-controlled studies in humans.

2. Community Outreach – Ruben Wright    

ORD Community Outreach participated in the following outreach activities:

During the month of February 2009, ORD Community Outreach hosted a meeting for 20 minority and women Veteran Service Organizations (VSOs) here in Washington, DC.  During the month of March 2009, ORD Community Outreach was invited to display materials at the Pennsylvania State Council of the Vietnam Veterans of America Association, in State College, PA., the American Veterans National Executive Council meeting in Baltimore, MD., and the National American Indian Science and Engineering Fair in St Paul, MN.  During the month of April, ORD Community Outreach was invited to display materials at the Vietnam Veterans of America Association’s Region 3 meeting in Charleston, WV. During the month of May, ORD Community Outreach participated in the Federal Asian Pacific American Council’s 24th National Leadership Training Conference in Houston.  

Thus far in the month of June 2009, ORD Community Outreach has participated in three outreach activities. The Society of American Indian Government Employees held its 6th National Leadership Training Conference in San Diego, CA, the Pennsylvania State Council of the Vietnam Veterans of America Association held its state meeting in State College, PA., and the state meeting of the Connecticut Department of Veterans of Foreign Wars held its 89th annual meeting in Hartford., CT.

Future ORD Community Outreach activities include, the National Association for the Advancement of Colored People (NAACP), the Montford Point Marine Association, the National Medical Association, the Buffalo Soldiers, and the Vietnam Veterans of America Association will be held in July.  The month of August activities include participation in the national meetings of American GI Forum, American Veterans, Blinded Veterans Association, Veterans of Foreign Wars, American Legion, and Disable American Veterans.

If any VA researcher would like to participate in the ORD Community Outreach activities (we fund the VA researcher’s travel), do contact Reuben L Wright, PhD via email or voice. He is located in the global.
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