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The Clinical Trials Center is Here!!!

Have you ever wanted to participate in clinical trials as an
H f investigator? Now you can and the Clinical Trials Center
, will help you. The new VAPHS Clinical Trials Center is
now operational with:

Inside this
issue:

regulatory support core
four clinical research coordinators

contracting officer

e investigational drug service

Coming Soon!: bioinformatics support core

VA Office of IT Oversight and
Compliance Visit

Thank you to everyone for your assistance during the recent
visit by the VA Office of IT Oversight and Compliance. Please be sure to keep up
with practices to comply with VA Data Security Policies

<

Special points of
interest:

e  Publications and

awards
e Article on IRB Submissions and Meeting Dates v
Data Security & Privacy November December January
Submissions due: 11/05/07 Submissions due: 11/26/07 Submissions due: 01/07/08

Meeting Date:  11/26/07 Meeting date: 12/17/07 Meeting date: 01/28/08




P
TIPS FROM THE IRB COORDINATOR —/&

~—

e Be sure to use the current consent form template (July 2007) in submissions to the IRB.

e Continuing Review submissions for Greater than Minimal risk studies must now include an updated
Research Answering Service Investigator Profile.

e The information contained on Appendix C (Data Security Checklist) and Appendix D (Principal
Investigator's Certification) must match what is in your local protocol (specifically Section 4.6.2.).

e Ifyour study uses Case Report Forms, be sure to include them with your initial submission.

e  Check the website for updated policies and forms

e Ifyour study involves a study drug or intervention, include a Patient ID card with your initial
submission

@@ EDUCATIONAL SEMINARS

November
Special Circumstances, including Exempt, Expedited and Waivers
December

Project Management and the Grant Process

January

Education and Compliance: The Process and Common Compliance Problems

Annual Research Training

S /g THE LEARNING MANAGEMENT SYSTEM (LMS
1
Q \ Qg The Learning Management System (LMS) has replaced both VALO and EES website. The link is in-
L, ~ cluded in this message: https://www.lms.va.gov/ All VHA mandatory training is to be completed

through that website, at this time the following mandatory training are available on the LMS: An-
nual Cyber Security, Privacy Training, Sexual Harassment and No Fear.

For those of you who are comfortable with trying to access the website on your own, several instructional docu-

ments have been placed in DocuShare, the link is as follows: http://vhapthdocushare/docushare/dsweb/
View/Collection-621.

GOOD CLINICAL PRACTICE

WWW.CITTPROGRAM.ORG
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RESEARCH NEWS

New Travel and Purchase Policies are in effect. Please contact Mark Pagano, VFRP,
Financial Compliance Officer for additional information and guidance

CONGRATULATIONS CHERP!!

Funding has been renewed for the CHERP. They have also moved their research
offices, and are now located at the Highland Drive Campus in building 2.

RESEARCH FUNDING $$$$

The Senate has passed an Appropriations Bill with $500 million for FY 2008
HERL NEWS

Dr. Rory Cooper and the HERL research staff attended the 27th National Veterans
Wheelchair Games in Milwaukee, WI in June 2007. This event also allows partici-
pants to enroll in research studies conducted by the HERL. Dr. Cooper was a 4-time
gold medal winner in the swimming events. The 28th National Veterans Wheel-
chair Games will take place July 25-29, 2008 in Omaha, Nebraska.

FUNDING OPPORTUNTIES

Fiscal Year 2007 supplemental DOD Funding provided $150 million for each PTSD
and Traumatic Brain Injury research.

For additional information and funding opportunities, please visit the following

websites

= http://www.grants.gov

= NAVREF website—http://www.navref.org/

= CDMRP website—https://cdmrp.org

AAALAC IS COMING!!!
What Is AAALAC??

ANIMAL RESEARCH

Association for Assessment and Accreditation of Laboratory Animal Care. AAALAC accreditation shows that an institu-
tion is serious about setting, achieving, and maintaining high standards for animal care and use in science. VAPHS Ani-
mal Facility is accredited and will be revisited in 2008.

Please note that our standard operating procedures and Animal Care Program may be
changed to continue our accreditation.

If you are involved in animal research, please remember to complete your annual
training. This can be done by accessing the WWW.CITIPROGRAM.ORG site.
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ﬁ REMEMBER!

If you use drugs (investigational drugs, that is!!) you gotta do the form

VA Form 10-9012, the Investigational Drug Record

e Must be provided to the pharmacy by the PI prior to the time of the first dispens-
ing of the investigational drug.

e Once on file, additional copies are required only if the form requires revision.

o DPlease note that this form must be revised every time there is a change regarding

the authorized prescriber of the investigational drug.

e The revised form must be submitted to the IRB and the pharmacy. In addition, a

current copy of this form must be maintained in the regulatory binder.

If you have any questions regarding the Investigational Drug policies, please contact

A Tammy Capozzoli, Research Compliance Officer at 365-4266

Departures
e Timothy Carlos, MD - IRB Chair
o e Barbara Strelec— Education and Compliance Coordinator

e  Dawn Fuhrer— R&D Committee and Research Credentialing Coordinator

We thank them all for their many contributions to the Research Office staff . We wish them
success with their new endeavors.

Welcome

We would like to welcome Mark Pagano as the new Finan-
cial Compliance Officer. Mark has 13 years of accounting
and business management experience. Mark will concen-
trate his efforts on the Veterans Research Foundation of
Pittsburgh activities. He will be the resource for pharma-
ceutical budget negotiations, VRFP employee payroll and
benefits processing, and pur-
chasing and disbursement requests

We would like to take this opportunity to welcome Tammy Ca-
pozzoli as the new Compliance Officer. Tammy comes to us
with 16 years of progressive healthcare and research experience
and is ACRP certified clinical coordinator.




Did You Know:
A Few Facts about
VAPHS Research Data Security and Privacy

By: Krissa Caroff, VAPHS Research Compliance Officer

The VA Intranet should only be accessed using Government Furnished Equipment (GFE) which includes VA
and Veterans’ Research Foundation of Pittsburgh (VRFP) purchased equipment.

If you are planning to use VA or VRFP purchased research equipment off-station (outside of VAPHS), you
must submit a request to the VAPHS R&D Office and the request must be approved before the equipment
can be used off-station. Contact Nick Squeglia for additional information (Nicholas.Squeglia@va.gov)

Video and audio recordings of research subjects are considered identifiable unless the image and/or voice
has been altered in such a way as to make it impossible to identify the subject and no other identifiable in-
formation is present on the recording

Only USB thumb drives issued by the VA can be used by VAPHS employees at the VAPHS. All other thumb
drives are prohibited. Individuals interested in obtaining a thumb drive must submit a thumb drive request
form (available on the VAPHS Research Website) to the VAPHS Research Education and Compliance Office.

VHA research data belongs to the VA. If an investigator leaves the VAPHS or the VA system all data must be
kept and stored within the VA. Investigators are not permitted to take copies within them unless the appro-
priate approvals have been obtained.

All research personnel who are ending their employment with VAPHS must clear through both Human Re-
sources and the VAPHS R&D office.

If you have questions about VAPHS Research Data Security and Privacy, you can refer to the VAPHS Re-
search Data Security and Privacy Policy (available on the Research Website) or contact the Research Educa-
tion and Compliance Office (at 412-365-4294).

If you have any comments, concerns or complaints regarding research conducted within the
VAPHS please contact the Office of Research.

Telephone: 412-365-4274
E-mail address: VHAPTHResearchCompliance@va.gov.
Postal address: 7180 Highland Drive (151U-H) Pittsburgh, PA 15206

Your communication will be acknowledged and handled as confidential.



mailto:Nicholas.Squeglia@va.gov�

VAPHS Office of Research & Development
Research Publications and Funding
The following publications, authored by VAPHS research investigators, have been

accepted by peer-reviewed journals. (April 2007 — July 2007)
Congratulations.

1. "Medication Errors in Older Adults: A Review of Recent Publications™
Journal: The American Journal of Geriatric Pharmacotherapy

Submitted by: Sheri Aspinall PharmD, MSc

2. "Cardiologist-patient communication about heart failure"

Journal: This is a book chapter for an Edited VVolume tentatively entitled ‘Psychology of
Decision Making’ for Nova Publishers.
Submitted by: Keri L. Rodriguez, Ph.D.

3. "Fatty Acids and Oxidative Stress in Neuropsychiatric Disorders"

Journal: Book Title

Submitted by: Jeffrey K. Yao, Ph.D., FACB

4. "Co-morbid Medical and Psychiatric Illness and Substance Abuse in HCV-infected and Uninfected
Veterans"

Journal: Journal of Viral Hepatitis

Submitted by: Adeel Butt, MD, MS

5. "Assessing the Mobility Characteristics and Activity Levels of Manual Wheelchair Users™
Journal: Journal of Rehabilitation Research and Development

Submitted by: Rory A. Cooper, Ph.D.

6. "Cultural Factors Related to Race Differences in Living Donor Kidney Transplantation”
Journal: European Conference on Organ Transplantation: Ethical, Legal and

Psychological Aspects
Submitted by: Larissa Myaskovsky, Ph.D.



7. "Impact of Hospital Formularies on Fluoroquinolone Prescribing in Emergency Departments”
Journal: The American Journal of Managed Care
Submitted by: Sherrie L. Aspinall, Pharm D, MSc, Joshua P. Metlay, MD, Ph.D.

8. "Impact of Blood Transfusions in Patients Presenting With Anemia and Suspected Acute Coronary
Syndrome”

Journal: The American Journal of Cardiology
Submitted by: Ish Singla, MD, Maliha Zahid, MD, Chester B. Good, MD, Alanna Macioce,
Ali F. Sonel, MD

9. "Implementation of Buprenorphine in the Department of Veterans Affairs: Results of the First
Three Years"

Journal: Accepted for poster presentation at The College on Problems of Drug
Dependence, Quebec Canada
Submitted by: Gordon, Adam, MD

10. "Force Control Strategies While Driving Electric Powered Wheelchairs With Isometric and
Movement-Sensing Joysticks"

Journal: IEEE Transactions on Neural Systems and Rehabilitation Engineering
Submitted by: Brad E. Dicianno, Donald M. Spaeth, Rory A. Cooper, Shirley G. Fitzgerald,
Michael L. Boninger, and Karl W. Brown

11. Implementation of Buprenorphine in the Veterans Health Administration: Results of the First 3
Years"

Journal: Drug and Alcohol Dependence
Submitted by: Adam J. Gordon, Jodie A. Taafton, Andrew J. Saxon, Allen L. Gifford, Francine
Goodman, Vincent S. Calabrese, Laura McNicholas, and Joseph Liberto

12. "Detectable Troponin Levels Predict Poor Prognosis in Patients With Left Ventricular Dysfunction
Undergoing Internal Defbrillator Implantation™

Journal: PACE
Submitted by: Ali F. Sonel, MD, Alaa Shalaby, MD, Joseph P. McConnell, Ph.D., Tammy
Czarnecki, RN, Scott Hogen, MS, Maliha Zahid, MD, and Morteza Amidi, MD



13. "Demographic Characteristics of Veterans Who Received Wheelchairs and Scooters from
Veterans Health Administration”

Journal: Journal of Rehabilitation Research & Development

Submitted by: Sandra L. Hubbard, Ph.D., OTR/L, ATP, Shirley G. Fitzgerald, Ph.D., Dean M.
Reker, Ph.D., RN, Michael L. Boninger, MD, Rory A. Cooper, Ph.D., and Lewis
E. Kazis, ScD.

14. "Life Activities Among Individuals With Spinal Cord Injury Living in the Community: Perceived
Choice and Perceived Barriers"

Journal: Rehabilitation Psychology

Submitted by: Laura H. Schopp, Mary J Clark, Kristofer J. Hagglund, Ashley K. Sherman,
Brian J. Stout, Mike L. Boninger, and David B. Gray

15. "Current Trends in Rehabilitation Engineering in Japan™

Journal: Asst Technol

Submitted by: Hisaichi Ohnabe, Ph.D.

16. "Ultrasound Imaging of Acute Biceps Tendon Changes After Wheelchair Sports”

Journal: Arch Phys Med Rehabil

Submitted by: Stefan van Drongelen, PhD, Michael L. Boninger, MD, Bradley G. Impink, and
Tagreed Khalaf, MD

17. "Mobility Challenges in Individuals with a Spinal Cord Injury with Increased Body Weight"

Journal: Top Spinal Cord Inj Rehabil

Submitted by: Shirley G. Fitzgerald and Annmarie R. Kelleher

18. "Sensitivity of the Halstead Category Test Factor Scores to Brain Damage. The Clinical

Neuropsychologist.”

Journal: The Clinical Neuropsychologist

Submitted by: Allen DN, Caron JA, Duke LA, Goldstein G.

19. "Thirty-day Mortality for Patients Hospitalized with Acute Pulmonary Embolism in Lower for

Women than for Men"

Journal: Journal of Women’s Health
Submitted by: Michael J. Fine



20. " A Dynamic Seating Intervention for Wheelchair Seating Discomfort"

Journal: American Journal of Physical Medicine and Rehabilitation

Submitted by: Doug Hobson, Ph.D.

21. " It's Going to Shorten Your Life": Framing of Oncologist-Patient Communication about

Prognosis

Journal: Psycho-Oncology Journal

Submitted by: Phyllis Butow, PhD Medical Psychology Research Unit, School of Psychology,
University of Sydney, Sydney, New South Wales, Australia

22. "Appropriate Prescribing in Elderly People: How can it be Measured and Optimized?"

Journal: Lancet

Submitted by: Anne Spinewine

23. "Does Patient Behavior or Access Factors have the Largest Influence on Screening in Type 1

Diabetes?"

Journal: Diabetes Care

Submitted by: Rashida Dorsey, Ph.D.

24. "Update in Addiction Medicine for the Generalist"

Journal: Journal of Internal Medicine

Submitted by: Adam J. Gordon, MD, MPH

25. "Management of Renal Replacement Therapy in Acute Kidney Injury: A Survey of Practitioner

Prescribing Practices"

Journal: Clinical Journal of the American Society of Nephrology

Submitted by: Pamela Overberger, Matthew Pesacreta, and Paul M. Palvesky for the VA/NIH
Acute Renal Failure Traial Network

26. "Chemical Maps Hint At Drugs' Effects on Schizophrenia”

Journal: Press Release — Duke University Medical Center News Office
Submitted by: Rima Kaddurah-Daouk, Ph.D.



Congratulations to following investigators who have been awarded either new VA funding or a
renewal of an existing grant in this fiscal year!

Biomedical Laboratory:
Wesley Farris, MD

In Vivo Role of A-Degrading Proteases in the Catabolism of Human A
New - 3 years

Fundable Score Awaiting final Funding Decisions:

Rehabilitation R&D:

Patrick J. Doyle, PhD
Communicative Functioning in Neurogenic Speech-Language Disorders Il

William Hula, PhD
New - Research Career Scientist

Rory Cooper, PhD
Renew - Senior Research Career Scientist
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