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This Memorandum of Un&arsﬂzmmg (MOL) between the 1.8, Food and Drug Administration
(FDA) aud the Critical Path Institute (C-Path) (hereafter termexd “tie I’artm”} formalizes an
agreement between the two parties to develop vollaborative activities in the sreas of applied
research, training and education to enhance safe and efficacious medical product development.

. Parpose

The specific purpose of this MOU is to establish an overarchisg framework for
collaboration berween the Parties. This fratework will be based on mutually agreed upon
programs and activities in the areas of applied scientific research and training/education to foster
the development of new evaluation tools to inform medical product development. The Parties
shall each leverage its own expertise and resources to facilitate programs of shared interests
across the diverse disciplines of therapeutics, biological sciences; engineering and medical
devices in building applied research and training/education ;m:wmma The appropriate formal
agreements will b fzwcmmi as required by law for any activities that :wulz from this
collaboration.

1. Bagkground

The FDA is responsible for wvwmng clinical research to ensure that marketed human
medical products (drugs, bmleg;m, and medical devices) have been shown to be safe and
effective.

The C-Path Instituie is 2 non-profit research and education ergﬁnwmcm located in

Tucson, Arizona. The Institute's purpose is to create inpovative programs in education and
research to enable safe acceleration of medical product development. It also serves as a *neuiral
ground” for acadensia, industry and governiment to test ideas that will vesultin oplimal (sate,
effective. timely) drug development processes. C-Path brings together faculty from the UAZ

“olleges of Pharmacy, Medicine, Agricafture and Life Sciences, and the School of Management
as well as clinicians and researchers from the UAZ Campwlmm ive Cancer Center, the Sarver
Heart Center, the Pime Commaunity College, Arizona State University and the Translational
Genomics Research Institute in progmum; related to pharmaceutical discovery and development,

clinical research and good climicat practices (GCP) as well as scientific staff from SRI
International (an md&penci@nt non-profit technology development organization), who have

substantisl expericace in developing drugs for commercial mwmfaawnng SRI International is a
contractor for NIH and has inidsted a drag development consortium with other academic
institutions, the purpose of which is 1o assist facully investigators to translate research into
clinical drug candidates.
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This MOU is intended as an overarching framework for joint collaboration between the
Parties, toward the goal of developing new avaluative tools to inform medical product
development. The areas of collaboration would include, bt ot be Himited

dugation programs:  Activities arising from wmpl&memary mﬁew«:ts will l:se
develap mmtly by C-Path and FDA, and offered to acadernia, industry, and others as identified
necds arise. The Parties will disseminate information through mutually agreed vehicles
including training activities, mmtm;s, andd symposia.

&Wi&&ﬁ&&%ﬁl m@gﬁm _Programs will be developed in areas of mutual mmpkmentary
interest such as imaging, biomarkers and swreogate markers, proteomics and genonics, ¢linical
trial design, and other areas that will enhance medical product development, :

As specific mpn,s for joint trainingfeducation andfor research ave identified under this
MOU they will be conducted under the appropriate formal agreements as required by law.

1V, Participation

It is anticipated that a wide range of faculty and graduate students, clnicians, and
vesearchers from academic programs may participate in activities developed under this
agreement, including, but not Hmited to, University of Arizona Comprehensive Cancer Care
Center, the Sarver Heart Center, the Colleges of Pharmacy, Medicine, Management, and
Agriculture and Life Sciences, Pima Community College, Arizona State University,
Trapslational Genomics Research Institure, and SRI International. Other padicipants conld
inchude FDA stafl, scientists from industry, fiehd Iaboratories and others identified for joint
training nad outreach %tm%w&

Each Party will apgmmt appropriate representatives to facilivate the planning, preparation, and
uzxwlemenwnon of the activities within the framework of this MOU. Meetings will be convened
at a venue and time agrmd beiween Parties, and each Party shall be responsible for its own
expenses ncarred in sending r&zprﬁwxmw&% 10 these meetings.

V. Resource Obligggf;om‘

This MOU describes in general terms the basis upon which the Parties intend to
cooperate. [t does not create binding, enforceable obligations against any Pady. All activities
undertaken pursuant to the MOU are subject to the availability of personnel, resources, and
appropriated funds. This MOU does not affect or supersede any existing or future agreements or
arrangements among the Parties and does not affect the ability of the Pasties to enter into other
agreements or wrangements related to this MOU.
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A. C-Path Institute

Raymond L. Woosley, M.D., Ph.D.
President

The Critical Path Institute

4280 N. Campbell Ave, # 214
Tucson, AZ 85718

Phone: 520-547-3440

Fax: 520-547-3456

Email: rwoosley@c-path.org

VII. Period of Agreement

B. Food and Drug Administration

Mary 1. Poos, Ph.D,

Director, Academic and Intellectual Partnerships
Office of External Relations

Food and Drug Administration

Parklawn Bldg, Room 14C-06 (HF-10)
5600 Fishers Lane

Rockville, MD 20857

Tel: (301) 827-2825

Fax: (301) 827-3042

Email: mary:poos@fda.gov

This MOU becomes effective upon the date of the last Party to sign (“effective date”) and
will continue in effect for five years. It may be modified by mutual written consent or terminated
.by either party upon a 30-day advanced written notice to the other party. The Parties agree to
evaluate the MOU periodically during the effective period, but at least once annually, on or
before the anniversary of the effective date. Upon evaluation, either Party shall have the option
of continuing, medifying, or canceling this agreement as provided for in Article VII of this

MOU.

APPROVED AND ACCEPTED FOR THE -

APPROVED AND ACCEPTED FOR THE
FOOD AND DRUG ADMINISTRATION

OP[Z:::ZLf umﬂy yiwf/({__\

Title /P/\M—ueg.ﬁiz

Date ?X&%ﬁ&\'\ob\ \ Y y A003™

Title_Deputy Commissioner for Operations

Fool~anid Drug Administration

Date / ﬁ// :// 75
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Cleared: R. Garwood, ORM 5/18/05

Reviewed and cleared: R. Springer, OM/OAGS 5/18/05
Reviewed and edited: L. Mahler, OCC 8/23/05 '
Reviewed and cleared: P. Stannard, OS 9/12/05
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