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vaccinia. Immunogenic regions ot the gp195 are being identitied
"and, along with adjuvants, being tested in small animals.

The proposed work expands and extends current studies on the
gp!95 and does not duplicate or overlap with other work funded
by the Malaria Immunity and Vaccine Research project. The roles
of structural aspects of the gpl195%, a clear definition of the
immunogenicity of gp195 based vaccine candidates and the degree
of conservation of important regions will be examined as part of
the proposed work. Trials in non-human primates are anticipated
using vaccine candidates produced by industrial partners and
enhanced by a variety of synthetic adjuvants. The proposal 1is
attached for further information and details of specific
erperimental design.

Research Involving Testing of Animals and Human Subjects:
Research involving testing of animals and human subjects will
comply with the following DHHS guidelines: "Guide for the Care
and Use of Laboratory Animals" - U.S. Department of Health and
Human Services (DHHS) Publication No. (NIH) 85-23; and "Guide for
the Safety of Human Subjects in research - U.S. Department of
Health and Human Services (DHHS) - Human Research Subjects -45
CFR, - PT46."

Clearances Obtained: This project was approved by the A.I1.D.
external expert panel on the basis of scientific meth9dology,
qualifications and experience of the proposed investigators, and
the institutional capability in accordance with FAR 15.506-2, FAR
15.507 (b) (1i).

Recommendation: That you sign the attached authorization to
approve funding in the amount of $1,700,000 over a three-year
period for the Subproject activity entitled "Malaria Immunity and
Vaccination: Studies towards the Development of a Blood Stage
Plasmodium falciparum Vaccine using Parasite gp195, Recombinant
gp'95 Polypeptides and Synthetic Adjuvants."

Attachments:

1. PAF Amendment

2. University of Hawaii Proposal

3. Letter from Acting Principal Investigator responding to
reviewers comment g

4. Scope of Work and Budg.

5. Justification for Non “ompetitive Procurement



PROJECT AUTHORIZATION

Name of Country: Worldwide

Project Title: Malaria Immunity and Vacclnation: Studies
towards the Development of a Blood Stage
Plasmoiium falciparum Vaccine Usirg Parasite
gp , Recomblnant gpl95 Polypeptides and

Synthetic Adjuvants

Project Number: 931-0453

1. Pursuant to Section 104 of the Foreign Assistance Act of
1961, as amended, I hereby authorize the centrally-funded
project, '""Malaria Immunity and Vaccination: Studies toward the
Development of a Blood Stage Plasmodium falciparum Vaccine
Using Parasite gp 195, RecombInant gpl95 Polypeptides and
Synthetic Adjuvants not to exceed $1,700,000 of S&T/Bureau
grant funds over a three year period from the date of
authorization subject to the avallability of funds in
accordance with the A.I.D. OYB/Allotment process, to help in
financing the cost of the project.

2. This project will conduct research to develop a blood stage
Plasmodium falciparum vaccine using native parasite protein gp
195 and recomblnant polypeptides derived from the gp 195. 1In
addition, the project will identify and test adjuvant8 capable
of inducing protection in Aotus monkeys.

3. The agreement(s) which may be negotiated and executed by
the officer(s) to whom such authority 1s delegated 1in
accordance with A.1.D. regulations and delegations of authority
shall be subject to the following terms and conditions,
together with such other terms and conditions as A.I1.D. may
deem appropriate.

4. Source and origin of Commodities, Nationality of Services

a. Commodities financed by A.I.D, under the project shall
have their source and origin in the cooperating country* or
the United States except as A.I1.D. may otherwise agree in
writing. Except for ocean shipping, the suppliers of
commodities or services shall have the cooperating country
or the United States as theilr place of nationality, except
ag A.1.D. may otherwise agree in writing,

¥Each country where research, tralnling, technlcal or other
agsslastance takes place under the project shall be deemed to be
a cooperating country for the purpose of permitting local cost
financing of goods and services required for the research,
tralning, technical or other assistance conducted in such

country.



b. Ocean shipping financed by A.I.D.
shall, except as A.I.D.

-2~

under the project
may otherwise agree in writing, be

financed only on flag vessels of the United States.
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