FDA ReCORD 4D 335307'3’04%&

DEPARTMENT OF HEALTH & HUMAN SERVICES Food & Drug Administration

MEMORANDUM OF UNDERSTANDING
BETWEEN
THE WALTER REED ARMY INSTITUTE OF RESEARCH
THE FOOD AND DRUG ADMINISTRATION
AND: .
THE F. EDWARD HERBERT SCHOOL OF MEDICINE
OF THE. !
THE UNIFORMED SERVICES UNIVERSITY OF THE HEALTH SCIENCES

SUBJBCT: MOU with FDA and USUHS continuing 4 fellowship traininig program.

1. Pmpose Thxs Memorandum of Understanding (MOU) documents the affiliation among the
Institate; the School; and the FDA in the established Clinical Pharmacology FeIIchh;p Training.
Progmm This affiliation permits the coordination of resources to develop a unified program,
maximizs efficient utilization of government: facilmes, and stmngthen the joint education and

N xeseamhcﬁorts amongﬂwpamcs
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effective products reach the market in a timely way, and by monitoring products for
continued safety after they are in use.

c. The F. Edward Hérbert School of Medicine (the School) is a major component of the
Uniformed Services University of Health Sciences, an element within the Department of
Defense. A fully-accredited educational institution, the School offers professional and
academic degrees in medicine, health administration, biomedical sciences, and related fields.

4. Understandings.

~ This MOU involves the combined and coordinated efforts of the parties to the MOU, and is only
amenable to separation of responsibilities as noted below:

a The School and the Institute will coordinate the technical and support personnel involved
in the Program. Thé FDA’s contribution to the Program will be to offer a two-month to four-
month intérnship 10.second year fellows and potentially clinical pharmacology staff who -

“Have not had this component as part of their training. Each party will provide qualified
¢ivilian or uniformed personnel who are assigned to serve as mentors.

b. The Program’s Fellows will be directly responsible to and under the direction of the Co-
Directors of the ngram atthe S,chool.aand at the Institute.

Isc urse, the bamonthly sc:entlﬁ"é serminar, th
ation and Researchi course ‘and, if possible; 1]

ies agree. that: they will abide by all requirements of the American Board:of
armacology, including, but not limited to; those involving the supervision of -
.Fellcws, Fel{ows ‘work hotirs; and Fellows’ work emnronmcnt
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5. Resources.

a. The Institute will bear all special costs for training of Army Fellows outside of normal day
to day operations. This will include travel costs and, as a minimum, provision of funds
sufficient for one trip each year for each fellow to atiend a scientific meeting approved by the
Fellowship Training Program Co-Directors. Payment for the tuition of courses and books
pecessary for training in the' dxsc1plme of élinical phaxmasology also'will be from the
Institute’s training fund.

b. There is no reimbursement contemplated between the parties in the fulfillment of this

“Agreement. In the event the transfer of funds is-required in the future, the_ parties may enter
into an interagency agreement pursuant to‘the Economy Act of 1932, as--amended 31US.C.
1535 , :

6. Fellows Eixglbihty Requirements "

The minimum academic and professwnal .‘f’ fifications to enter the program are an M D.or
D.O. degree from an accredited institution and training and board ehgxb]hty in a medical

specialty.

7. Lmbmty --
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8. Implementation Instructions:

a. Effective Date. This MOU will become effective when signed by all parties and will
remain in effect until 30 September 2011.

b. Review and Modification. This MOU may be modified at any time by the written consent
of the three parties. This MOU will bc reviewed annually to assure its cantmued moessxty
and accuracy.

¢. Termination. This MOU may be terminated at any time by the wntten ; nsentof the
three parties. One party may terminate this agreement by giving at least 6 :
notice of termination to the other two parties, Such notice will include 1 p‘ro

who are in the Program at the time the notice is given. -

d. Dlspute Resolution, In the event of any disagréement on thie ads i
of the program or focus of research of the Fellows; guidance will be Sois

liaison officers of the parties listed below. If a réso
possxble, then the dispute will be referred for settlement to the mgnatones of.

9. Technical points of contact (POCS) for this MOU:V- |




11. Approvals:

FOR the F. Edward Hérbert
School of Medicine

FOR the WRAIR

FOR the FDA

 STEVEN GALSON, MD, MPH.

Ditector
Center for Drug Evaluation and Research




