Department of
Veterans Affairs Mem orandum
Date: November 1, 2004

rrom: Chief Officer, Office of Research Oversight (ORO) (10R)

sub: Announcement of ORO Initiation of Routine Reviews at VA Facilities Conducting Research

To:  Directors of VA Facilities Conducting Research

1. ORO is initiating a program of Routine Reviews to prospectively and systematically
review regulatory compliance at VA facilities (VA Medical Centers, VA Health Care
Systems, and VA Medical and Regional Outpatient Clinics) conducting research.

2. The reviews will be consultative and directed at identifying issues of honcompliance
and providing recommendations for correction as needed. Depending on the scope
of and extent of noncompliance, action plans to make corrections may be required.
If issues of noncompliance are identified that are harming patients or potentially are
likely to harm patients, ORO would initiate a For Cause Review and seek
appropriate immediate action. We hope not to see any problems of this type,
however, we will promptly respond if they are identified. The on-site reviews are
intended to review regulatory compliance in one or more of the following areas of
research oversight: human subject protections, animal welfare, research safety, and
research misconduct. Review questions will be based on current federal
regulations, policies, and guidance.

3. ORO’s Regional Office Directors will contact facilities to schedule the Routine
Review site visits. Each ORO Regional Office will complete at least one Routine
Review in CY 04. Directors of facilities to be visited this year have either been
contacted or will be contacted shortly to schedule these reviews.

4. ORO will give feedback to each facility at the conclusion of its visit. A site visit
report will be issued within 6 weeks of the visit. The report will include an
assessment of good compliance practices, consuitative suggestions, and, where
needed, formal recommendations and actions required for the facilities to come into
compliance with applicable laws, regulations, and palicies.

5. ORO's Routine Review Program is directed at being collegial, interactive, and
effective in helping assure that VA’s research is in compliance with relevant
regulations, policies, and guidance.

6. If interested, you may contact the ORO Regional Office to request that your facility
be visited. Your full cooperation is appreciated, and our staff looks forward to
working with you to achieve our mutual goals of regulatory compliance and
excellence in VA research.



7. If you have questions about the ORO Routine Review Program, please contact your
ORO Regional Office Director or contact me in Central Office. The postal and e-mail
addresses, and telephone and fax numbers for each of these individuals are listed in
an attachment.
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David A. Weber, Ph.D., FACNP

Attachment

cc: ACOSs for R&D and Research Coordinators
Network Directors
Acting Under Secretary for Health (10)
Acting Deputy Under Secretary for Health (10A)
Deputy Under Secretary for Health for Operations and Management (10N)
Chief Research and Development Officer (12)
Office for Human Research Protections (OHRP)
Office of Laboratory Animal Welfare (OLAW)



OFFICE OF RESEARCH OVERSIGHT (ORO)

ORO, CENTRAL OFFICE
811 Vermont Avenue, N.W., Suite 574 (10R)
Washington, D.C. 20420
FAX: (202) 565-9194

Chief Officer, David A. Weber david.weber@va.gov

202-565-5179

ORO, MID-ATLANTIC REGION
50 Irving Street, N.W. (688/10R)
Washington, D.C. 20422
FAX: (202) 745-8538

Director, Min-Fu Tsan Min-Fu.Tsan2@med.va.gov

202-745-8544

ORO, MIDWESTERN REGION
Building 1 (578/10R), Room B-103
5" & Roosevelt Avenues
Hines, IL 60141
FAX: (708) 202-7250

Director, Karen M. Smith Karen.smith7 @med.va.gov

708-202-7256

ORO, NORTHEASTERN REGION
VAMC Bedford (518/10R)
200 Springs Road
Bedford, MA 01730
FAX: (781) 687-3858

Director, Richard D’Augusta Richard.D’Augusta@med.va.gov

781-687-3854

ORO, SOUTHERN REGION
1670 Clairmont Road (508/10R)
Decatur, GA 30033
FAX: (404) 417-2935

Director, David J. Miller David.Miller4@med.va.gov

404-417-2933

ORO, WESTERN REGION
P.O. Box 7360
Moreno Valley, CA 92552-7360

Express Delivery:

ORO, Western Region (605/10R)
5029 4th Street, Bldg. 2641
March ARB, CA 92518
FAX: (909) 801-5176

Director, Paul S. Hammond Paul.Hammond@med.va.gov

909-801-5167




