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PROJECT AUTHORIZATION

Country: Papua New Guinea
Project Title: Malaria Field Trials
Project No. 936-5967

l. Pursuant to Section 104(c) of the Foreign Assistance Act of
1961, as amended, I hereby authorize the first phase of the
centrally-funded project, Malaria Pield Trials, involving planned
obligations not to exceed $8,000,000 in grant funds over a
five-year petiod from the date of authorization, subject to the
availability of funds in accordance with the A.I.D. OYB/allotment
process.

2. These funds will finance the project to develop, conduct, and
evaluate human field trials of candidate malaria vaccines in
Papua New Guinea. Appropriate trials of candidate vaccines will
be conducted to determine their effectiveness and safety in the
U. §. first and then in field settings. It is expected that the

vaccines will eventually become commercially available as a
public bealtt tool in the control of malaria.,
3. The dgreewent(s) which may be negotiated and executed by the

wblbic =t -+ whowm such authority is delegated in accordance with
A.1.D. regulations and Delegations of Authority shall be subject
to the following terms and conditions, together with such other

terins and couwaitionn as A,I,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 in the
United State except as A.I.,D. may otherwise agree in writing.
Except for ocean shipping, the suppliers of commodities or
services shall have the Cooperating Country of the United States
as their place of nationality, except as A.I.D. may otherwise
agree in writing.

b ©eear whipping financed by A,T1,D. under the project shall,
cAvepl as ALD.U. may otherwlse agree in writing, be finauced only
on flag vegzels of the United States.



_<2-
5. Waivers

Based on the justification set forth in the attached Action
Memorandum, I hereby

a. determine that special circumstances exist to waive, and
1 do hereby waive, the requirements of Section 636(i) of the
Foreign Assistance Act of 1961, as amended, with respect to motor
vericles and approve a procurement source waiver from A.I.D., Code
(RN tao AL D, Code 9135;

b. approve a procurement source waiver from A.I.D, Code 000
to A.I.D. Code 935 for the commodities and services described in
the attached Action Memorandum;

c. certify that, with respect to the procurement of
commodities, the exclusion of procurement from Free World
countries other than the cooperating country and countries
included in Code 941 would seriously impede attainment of U.S,.
foreign policy ubjectives and objectives uf the foreign
assicstance program; and

d. certify that, with respect to the procurement of
services, the interests of the United States are best served by
permitting the procurement of services from Free World countries
other than the cooperating country and countries included in Code

//@ ey
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We are satisfied that our concerns will be met during implemen-
tation of the activity.,

Recommendation: That You concur in the attached SAA/S&T
authorization of the Papua New Guinea malaria vaccine trial
activity,

Attachment:
action memo and authorization





http:concerni.ng
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In the last 3 years this support has led to the development of
potential, candidate vaccines. Recent technical breakthroughs it
malaria vaccine development, such as thuse at New Yourk
University, Scripps Institute, the Universities of Missouri and
Hawaii, by A.I.D.-funded researchers and others around the world
has been remarkable, prompting accelerated planning for clinical
and field trials of several prototype malaria vaccines in malaria
endemic and non-endemic areas of the world. As a result of these
concentrated efforts, today several proctotype malaria vaccine
candidates are avallavle for clinical trlals.

Preliminary site visits to approximately 10 countries in Asia
resulted in recommendations of two countries where initial field
trials should begin; they are Papua New Guinea and Thailand. The
field trials for the first series of candidate antigens will
begin in Papua New Guinea and will take 2 - 3 years to complete.
A Project Agreement will be signed in September 1987 with the
Institute of Medical Research (IMR) in the Ministry of Health of
the Government of Papua New Guinea. A.I.D. will have direct
involvement in monitoring the activity and will provide technical
coordination through a Personal Services Contract arrangement.
Dr. Michael Alpers, UDirector of IMR, has indicated his desire to
have the A.l1.D. technical coordinator on site and will provide
office space.

The field trials will take at Jasst three years to complete for
the ti1rst series ot candidate antigens and will address questions
of vaccine safety, efficacy, and public health impact. It is
expected that the test sites will lnvestigate a series of
pulentlal aldtla vaccine candidales ovel Lue llfe ol Lhe
ptoject. Clinical Phase I and Phase Il trials will take place in
Port Moresby under strict clini-al and =thical conditions by a
medical officer,  The Phase 111 tield tiials will take place near
Maprik, East Sepik in an endemic area. The late Phase 11T trials
will include high risk population groups such as pregnant women
and infants in malaria endemic areas.

The Office of Health has reviewed all the ethical and
environmental considerations related to use of the vaccine in
tield trials and find that the planned proceduces meet the
standards approved by the National Institutes of Health. The
conduct of the trials will comply with all special considerations
concerning human clinical trials.

LA Tpoad ii’l. o f v ey Vg iy [ | A,{1T‘\ 3',», "-"1}“1:’ Mow ‘:‘i':l'“’i
teptesentban 1nhovallve and latl teaclhiing approach to transterring
new medical discoveries made possible by bioctechnology from the
laboratories to the field., It is expected that the vaccines will
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Soutce and Urigin of Commodities, bhatlonaliLy uf Services

Commodities and vehicles financed by A.I.D. under the project
shall have their source and origin in the United States and the
Cooperating Country except as A.I.D. may otherwise agree in
writing. Suppliers of commodities or services shall have the
United States or the Cooperating Country as their place of
nationality except as A.I.D. may otherwise agree in writing.
Based on the following justification, authority is requested to
procure certain goods and services and vehicles from Geographic
Code 935 countries,

Justification

Circumstances critical to the achievement and success of this
project's objectives necessitate procurement of certain
commoedities, vehicles, and services from Geographic Code 935
countries. Exclusion of procurment trom free world countries,
other than the cooperating country or countries included in Code
941, would seriously impede the attainment of U,S. foreign policy
objectives and the objectives of the foreign assistance program.
Also the interests of the United States are best served by
permitting the procurement of services from Free World countries
other than the cooperating country and countries included in Code
941.

Comimodirles

The project will require electrical =quipment such as electrical
aen=rators, cefrigerators, laboratory snd office equipment which
must be compatible witnh the electriicai system 1n PNG and other
equipment such as field equipment and tools which must be
colipatible with equipment curtrentl, —==d in PNG and for which
tepailrs, service and spare patts ar-= availavble. The project will
also require certain cateqgories of equipment which are not
manutactured in the United States such as video cassette
recotders and players. Most commodities in the foregoing
categories are of Australian or Japanese source and origin and
sultable U.S. - made commodities are not available. The total
value of such commodities to be procurred is estimated to be
approximately $ 750,000,

Vehicles

The use of U,S.-made vehicles in PNG iIs precluded since there are
Eospars ettt s Foroane et = and repalit

tacilities capable of handling U.5. - made vehicles located 1n
PNG, Unlike U.S.-made veliicles, the vehicles used in PNG are
equipped with right-hand drive, and the metric system is used in
R N A I T I AR N BN SRR P - v catib ity between
vovally avarddabiie Vehiloles a0 o A ' s1te ol the
malaria tileld trials 1s a ruyyed v onment where access to
spate parts and trained mechanics wili be critical. Most
vehicles 1 NG are of Australian ot Japanese manufacture, The
total value Ht such motor vehicles ta be procured is

approuximately $§ 120,000,



Technical Assistance

The Papua HNew Guinea Institute of Medical Reseatch (IMR) will
conduct the field trials and Papua New Guineans will be involved
at all levels of the project. However, expatriatescientific
expertise will be needed by and involved in this project since
the PNG staff may not have the full panoply of scientfic
experlence, medical knowledge, or technical training needed. It
is imperative that non-PNG scientists also have a knowledge of
Lhe culture and envitunment of these fielu trials since there is
no time to train scientists in the understanding of sociological
or environmental conditions affecting the field sites. Finding
an American with the combination of tachnical skills and
cultural/environmental sensitivity will be extremely difficult.
In the interest of expeditiously implementing this project and
using human resources efficiently, non-U. S. and non-PNG staff
and counsultants will be needed. A malatia field epidemiologist
from Australia is likely to have both the unique technical skills
and knowledge of the culture and physical environment necessary
to provide appropriate technical assistance. Prior to
contracting third country expatriate services or firms, the IMR
will be required to first determine that the needed services or
firms cannot be provided for by the Host Country or the United
States. The total value of such services is estimated to be
approximately $§ 750,000,

Attached 1s a Concept Paper for $<¢3 million 1ot your separate
1pproval for a worldwide field trials program of which our

efforts in Papua New Guinea is just a patt. A Project Paper will
be Jueveaoped 10 ocatly FY 19HY tu JuLhuLlA: The entite fileld
trials program. The Papua New Guinea activity is being
acesletated in oorder to take advantage of opportunities in FY

19Yn 7,

An Advice of Program Change to Congress has been processed and
esXpires September 22, 1987.

Recommendation: That you approve this malaria field trials
activity, including use of Code 935 countries, by signing the
attached project authorization.

Attachments: a/s
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