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industry trade organizations, academic institutions, professional organizations, and
patient advocacy groups.

4. 1In addition to developing concepts for biomarker projects, the OBQI will develop
standards, nomenclature and tools to facilitate and accelerate the development of, and the
evidence base for, new diagnostics, assessment tools and anticancer drugs, and develop
educational tools to make this information more widely available to patients. clinicians
and researchers.

GENERAL PROVISIONS

Proprietary and/or nonpublic information will not be disclosed under this MOU, unless such
disclosure is governed by appropriate confidentiality disclosure agreements, or to the extent such
disclosure is permitted by law.

Any notice or other comumunication required or permitted under this MOU shall be in writing
and will be deemed given as of the date it is received and accepted by the receiving party.

CONTACTS
Notices or formal communications pursuant to this MOU should be sent to:

For FDA: Wendy R. Sanhai, Ph.D.
Senior Scientific Advisor
Office of the Commissioner, FDA
5600 Fishers Lane HZ-1
Rockville, MD. 20857
Phone: (301) 827-7867, Fax (301) 443-9718

For NCI: Gregory 1. Downing, D.O., Ph.D.
Director, Office of Technology and Industrial Relations
Office of the Director, NCI
31 Center Drive
MSC 2580 - Room 10A52
Bethesda, MD 20892
Telephone: (301)496-1550, Fax (301} 496-7807

For CMS: Peter Bach, M.D.
Palicy Advisor, CMS
200 Independence Avenue, SW (Room 314G)
Washington, D.C.. 20201
Telephone: (202) 203-3610, Fax: (202) 690-6262

TERM, TERMINATION AND MODIFICATIONS

1. This MOU constitutes the entire agreement amonyg the Parties pertaining to the OBQI.
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There are no representations, warranties, agreements or understandings, express or
implied, written or oral between the Parties hereto relating to the subject matter of this
MOU that are not fully expressed herein.

No supplements, amendments or modifications to this MOU shall be binding unless
executed in writing, with thirty (30) days advance notice, and by mutual consent of the
Parties: such modifications are to take the form of amendments.

This MOU, when accepted by the Parties, will have an effective date from date of the last
10 sign and will remain in effect for three (3) calendar years from the effective date unless
modified or termunated.

Signatures begin on next page
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SIGNATURES OF RESPONSIBLE PARTIES
We, the undersigned. agree to abide by the terms and conditions of this MOU.

APPROVED AND ACCEPTED FOR THE FDA

\\*’i\ Zfi, (A/k —— Date {;A/&é

Janei Wooécmk. M.D.

Deputy Cﬁminm;{mcr for Operations
and Chief Operating Officer (COO)
U.S. Food and Drug Administration

APPROVED AND ACCEPTED FOR THE NCI

Date 9/, / c;;LB/ 0L

Anoa D. Barker, Ph.D,
Deputy Director
National Cancer Institute

APPROVED AND ACCEPTED FOR THE CMS

Date

M), 0/f23 f2e0f

Barry Straube, MLD.
Acting Director, Office of Clinical Standards and Quality
The Centers for Medicare and Medicaid Services

[FR Doc. 06—2656 Filed 3—17-06; 8:45 am]
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