ORD Field Conference Call Notes

Monday, November 17, 2008

1. Welcome – Joel Kupersmith, MD
2. 2009 ORD Local Accountability for Research Meeting -  Joel Kupersmith, MD
The 2009 ORD Local Accountability for Research Meeting will be January 13-14, 2009 in Baltimore.  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 note that Dr. Kussman has made attendance by Medical Center Directors mandatory, and is encouraging VISN Directors and Chief Medical Officers to attend.  We have over 550 people registered already.  Please register for the meeting as soon as possible, and be sure to reserve your hotel room to ensure you get to stay in the meeting hotel.
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3. New Directive – Brenda Cuccherini, PhD, MPH
There are a number of new policies that have been recently published that will impact all facilities conducting research.  These include:

VHA Directive 1205

VHA Handbook 1205.01 Cooperative Studies Program

These are new policies related to CSP and outline its functioning and general requirements as well as study initiation and procedures. 

VHA Directive 2008-064 Research Compliance Officers and the Auditing of VHA Human Subjects Research to Determine Compliance with Applicable Law, Regulations, and Policies 

This directive requires that all research programs conducting human subjects research must appoint a Research Compliance Officer that reports directly to the medical center Director.   

It also requires that for each human subjects protocol is audited completely every 3 years and that each protocol is audited yearly for compliance with all informed consent requirements.  The audits are to determine compliance with all applicable laws, regulations, and policies.  

VHA Directive 2008-072 Research Personnel Notification of Pharmacy Benefits Management Drug Safety Alerts and Adverse Drug Events Related to Interventional Human Subjects Research Studies.

This is a new ORD directive that outlines research responsibilities when PBM publishes a Drug Safety Alert or a Nation Bulletin regarding marketed drugs.  

It requires that the ACOS/R&D and AO maintain a current list of all investigational drugs, comparator drugs or study-related drugs being used in all approved human subjects research protocols at the facility.  This list is used to determine if the drug in a PBM alert or bulletin is being used in a research study.  

If it is used in an approved research study the PI must be contacted within 5 working days.  The PI in conjunction with the ACOS and Pharmacy service must determine if this represents a new risk to subjects and how serious the risk.   

· The policy also addresses:

· The IRB’s role, 

· The potential need for modification of the protocol and the consent form, 

· How records of all related actions must be maintained, and 

· How subjects should be notified.  

VHA Directive 2008-059 Adverse Drug Event Reporting and Monitoring

This is a PBM directive that requires that all Adverse Drug Events observed by a provider to be entered into VA Adverse Drug Event Reporting System (VA ADERS).  The Adverse Drug Event (ADE) that will be reported through VA ADERS include all ADEs that occur and may be related to new drugs that have been on the market in the US for 3 or less years.    

Note:  An Adverse Event in research may or may not also be an Adverse Drug Event.  

VHA Directive 2008-075 National PBM Drug Safety Alert Distribution

This is a pharmacy directive that requires PBM to develop and disseminate Drug Safety Alerts within specified time frames based on the urgency of the alert and when appropriate collect feedback from specified field representatives to ensure all communications were received and actions taken.  

For researchers, the COS will notify the ACOS/R&D and then the ACOS/R&D is responsible to disseminating the information to PIs.

VHA Handbook 1202.01 Biomedical Laboratory Research and Development and Clinical Science Research and Development Services Merit Review Award Program Process

This handbook addresses issues related to the merit review process but also in Paragraph 3c it sets policy on the requirement for:

1) A Data Monitoring Committee for all human subjects interventional studies, and

2) A safety plan that must includes 

· Type and frequency of safety data collection, 

· How the data will be collected, 

· Statistical tests for the safety data to determine if harm is occurring, 

· Provisions for oversight of the safety data, and 

· Conditions which will trigger an immediate suspension of investigational treatments. 

These policies may be access through ORD’s web-site (www.research.va.gov ) or through VHA publications web-site.  www.va.gov/vhapublications.

4. VA Research Week – Gina Clemons

All VAMC Research offices are encouraged to participate in 2009 National Research Week activities, May 3-9. As a reminder, please see attachment (also sent in a previous e-mail) for opportunities to highlight your research, including material to be showcased during the VA Central Office Research Forum. Please note that the due dates for VAMC participation are quickly approaching.
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5. Finance Update – Maureen Carroll

The ITA Report will be sent out this week. Please obligate 08/09 funds before obligating 09/10 funds.  The 09/10 funds will be sent out within the next two weeks.

6.
Service Updates:

●
HSR&D Update – Shirley Meehan, PhD
HSR&D received 154 ITS notifications for the December 15 proposal submission deadline.  
 
The opening date for application submission to Grants.gov is today (Monday, November 17).  We can not emphasize enough the importance of getting an early start.  Applications must be successfully submitted to Grants.gov no later than 5:00 p.m. local time (of the applicant institution/organization) on December 15.  After the submission deadline, applications with errors in Grants.gov will not be accepted for review. 
  
Report on HSR&D Meeting with Center of Excellence and Resource Center PIs
 
HSR&D Center of Excellence and Resource Center principal investigators met in Chicago on Nov 7 for strategic planning and discussion of HSR&D initiatives.  Areas of discussion included:  future education initiatives for capacity building; analysis of HSR&D research priorities; ORD scientific proposal review processes and transition to eRA; and stronger collaborations with QUERI and other VACO stakeholders.  Dr. Jim Breeling, VISN 1 CIO, attended the meeting and continues to support discussions with research on IT procurement and budget allocation management.
 
New Publications
 
The fall issue of FORUM is now available on the web at http://www.hsrd.research.va.gov/publications/forum/   This issue focuses on Women’s Health (WH) and features articles about the WH Research agenda, Access and Utilization, PTSD and women and Military Sexual Trauma.  The print copies are being mailed this week so be on the lookout.
 
Reminder on HSR&D National Meeting
 
The HSR&D National Meeting is scheduled for February 11-13, 2009 in Baltimore.  The meeting registration web site is now open.  On-line registration can be completed by following the registration link from the meeting page at http://www.hsrd.research.va.gov/meetings/2009  
 
 
●
RR&D Update – Michael Selzer, MD

VA dedicated new and renovated research space in West Haven VAMC for the Center of Excellence in Restoration of Function in SCI and MS Oct 30, 2008. In attendance were PVA and United Spinal Assoc. leadership, Medical Center Director, Mayor of West Haven, President of Yale University, Dean of Yale Medical School, Dr. Kupersmith, Dr. Selzer, Dr. Dorn and Dr. Kalehua.

Groundbreaking for the new research facility for the RR&D Center of Excellence in Regenerative and Restorative Medicine, Providence VAMC, RI is scheduled for November 21, 2008.  

Two new program managers have joined RR&D: Dr. Jean Langlois, from CDC, will manage our portfolio in Brain Injury and Dr. Tshaka Cunningham, from NIH, will manage our portfolio in Neurodegenerative Diseases.
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2009 ORD Local Accountability
for Research Meeting
January 13-14, 2009
Baltimore, MD

The VHA Office of Research & Development (ORD) is pleased to
announce registration is open for the 2009 ORD Local
Accountability for Research Meeting. This coming year ORD will - F
have one national meeting for about 600 participants instead of a ne?'s“a“““
series of smaller regional meetings. ORD will pay for travel for up is Open

to five representatives from each VA facility with a Federalwide
Assurance (FWA).

These representatives will be the following (no substitutions): Deadline:

. Medical Center Director Friday, December 12
. Chief of Staff
. ACOS/R&D

. AO/R&D 1. Online Meeting Registration
Research Compliance Officer

2. Online Travel Registration

The meeting will target the respective roles and responsibilities of
individuals holding these 5 positions, and how they can work 3. Hotel
together to enhance their local research program. It also will '
provide an opportunity to network with others who have similar
responsibilities, and with ORD and Office of Research Oversight
(ORO) staff.

- please call
410-385-3000 or go online
to make reservation.

If you have any questions
about registration or travel
reimbursement, please contact
Erica Doruska at

. erica.doruska@va.gov or
We look forward to seeing you there! 715.343.1761

Participants are strongly encouraged to attend the meeting
through 5:00 pm on January 14. If needed, ORD will pay
lodging for an additional night.

K. Lynn Cates, MD
Assistant Chief Research & Development Officer

Director, Program for Research Integrity ‘ 7 P]HDE

Development & Education (PRIDE)

Program for Research Integrity
Development @ Education




http://www.research.va.gov/programs/pride/local_accountability/registration.cfm�

http://www.research.va.gov/programs/pride/local_accountability/travel_form.cfm�

http://www.marriott.com/hotels/travel/bwiwf?groupCode=vccvcca&app=resvlink&fromDate=1/12/09&toDate=1/15/09�
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Ways for VAMCs to Participate in National Activities Due Date
e Share Your Plans and Lessons Learned Now

@ If you have not done so, please send your 2008 research week summary report to
christine.amereihn@va.gov.
® A summary of all VAMCs’ plans will be posted on the web in January.

e Suggest-A-Theme for VA Research Week 2009 Nov. 28
To be used on VA Research posters, in promotional messages, etc.

2008 theme as example: “A Promise for a Brighter Tomorrow.”

Preference, although not a requirement, to include a message of “Hope.”

Message should be crisp, 3-7 words.

E-mail theme suggestions to: christine.amereihn@va.gov with copy to: gina.clemons@va.gov.

e Footage for R&D Video Overview Dec. 5

@ If you have not been scheduled for an on-site taping but would like to submit footage for the
R&D overview video, you can send material.

® The video is being shot on BetaSP, but we can take any format, preferably DigiBeta or DV Cam
if you do not have BetaSP.

® We are looking for: shots with research teams in action; an exterior shot of your hospital or
research facility with a close up on signage; interview sound bites with researchers talking
generally about the research program and how it helps veterans; and investigators with veterans
or veterans participating in research programs talking about their experience.

@ Please work with media relations/public affairs to make sute all use and permission documents
are in order.

® Contact Sara Barger, Producer, at: sara.barger(@va.gov for additional details.

e VAMC Highlight Dec. 12
® To be used in VACO activities to highlight the national scope of the program.
& All VAMC highlights will be available on web to use during local Research Week activities.
@& Provide text in a plain Word document (standard format will be applied-see attached for example
of format CO will apply).
® Maximum number of words: 100-150
® Include at least one high resolution picture. Min. resolution: 300 dpi

@ E-mail highlights to: christine.amereihn(@va.gov with copy to: gina.clemons@va.gov

e VAMC Research Highlight Dec. 19
# To be used in VACO events to highlight the scope of the VA Research program.

All research highlights will be available on web to use during local Research Week activities.

Each VAMC should submit a minimum of 2 research highlights, no more than five.

Provide text in a plain Word document (standard format will be applied).

Highlight should be in lay language and must include: research title, how research will benefit

veterans, summary, status, and acknowledgement of participants. Maximum number of words:

200. See attached example.

@ Include at least one high resolution picture depicting research, investigators, or participants
(please make sure authorization/permission is in place for use of photos; min 300 dpi).

® E-mail highlights to: christine.amereihn(@va.gov with copy to: gina.clemons@va.gov

Thank you for your assistance in providing the requested material. If you have any questions, please
contact Christine Amereihn at Christine.amereihn@va.gov or at (410) 962-1800, x273.

@ ® @ ® @

® & @ @






VAMC Resources for Local VA Research Week Activities

Unless otherwise indicated, all resources can be found at:
www.reserch.va.gov/resources/ORD_Admin/research_week

General Resources

e Secretary’s Declaration March 6 To be mailed
e Previous years’ Activity Summaries January 16 Download

e VAMC Planned Activities Form Available Now | Download
Sample Material

e Key Factors in Successful Week January Download

e Preparing for Research Week January Download

e Sample Letter to Congtess January Download

e Sample Invitation Letter January Download

e Sample Media Release January Download

e Sample Research Day Agenda January Download

e Sample Event Flyer January Download

e Sample Power Point Presentations January Download

e Sample Posters January Download
Event Resources

® 2009 Research Week Poster March 6 To be mailed/download

e VA R&D Core Message

Available Now

For download

e VA R&D Logos (GIF, JPG)

Available Now

For download

e VA R&D Standard Graphic Elements (e.g., swoosh,
microscope/stethoscope, link, color definitions)

Available Now

For download

e 2000 VAMC Highlights (8 /2 X 11)

March 6

For download

e 2009 Research Highlight Posters (25 X 30)

March 6

For download

VA Research & Development Program Materials (By mid-Januaty, all Research Facilities will be
sent 25 copies of all available material with directions for ordering additional copies, and a disk containing all
of the material & document specs for printing.) To download this brochure series, go to:

http:/ /www.research.va.gov/resources/pubs.

e VA Research Week 2008 VACO Highlight Video

Available Now

2 copies will be mailed

e VA Research Week Program Overview Video

March 15

2 copies will be mailed

e 2008 Research Advances (Fact Sheets)

Available Now

Download or order

® R&D Program Overview Brochure

Available Now

Download or order

e Veterans Participating in Research Brochure

Available Now

Download or order

e R&D Information Security Brochure

January 16

Download or order

o R&D Material Folder

Available Now

50 max. per order

e R&D Topic Brochures

Available Now

50 max. per order
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SAMPLE VAMCHIGHLIGHT

VA NORTHERN CALIFORNIA HEALTH CARE SYSTEM
SPOTLIGHT ON...

DISCOVERY = INNOVATION = ADVANCEMENT
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his participation in a study at VAs Martinez Outpatient Clinic, pare

Examining the brain’s recovery from _.

Veteran James Martin chats with researcher Juliana Baldo, Ph.D., a

N~

of the VA Northern California Health Care System. Martin, who h &
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a stroke 10 years ago, participates in a study that tests his difhc »

with language, memory, concentration, and problem-solving. The

study looks at patients” brain scans for correlations between their

difficulties and the location of their brain injury. This research has

improved the understanding of how the brain recovers from injur'sr
- and has spurred new research to improve diagnosis and rehabili}:ation

: gﬁowing brain injury.
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VAResearch | Developing Innovative

highigit |  Cancer Therapies

Miami VA Medical Center

Why the research is important:

Chemotherapy as a treatment for cancer has improved over the
years. But because the treatment can also attack healthy cells,
patients typically experience adverse side effects. As such, there is
a critical need for safer and more effective cancer treatments.

Summary:

For many years, VA researcher and Nobel Prize winner

Dr. Andrew V. Schally has pursued “magic bullet” cancer
therapies that target tumors but leave surrounding healthy tissue
unharmed. His approach involves combining cancer-cell-killing
drugs with hormone analogs—synthetic versions of chemicals
made within the body—and then targeting tumors that have
receptors for those hormones. The focus of his lab’s current work
is on developing treatments for prostate, breast, endometrial, and
ovarian cancer.

How the research will improve veterans’ lives:

For veterans with cancer, the “smart” chemotherapy being
developed by Dr. Schally’s team promises tremendous benefits.
The group’s work on breast, ovarian, and endometrial tumors is
particularly relevant in VA because of the increasing numbers of
women veterans.

Veterans t Health Administration

Research(zDevelopment

Improving Veterans’ Lives -o- www.research.va.gov
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