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PROJECT AUTHORIZATION
 

Country: Papua New Guinea
 

Project Title: Malaria Field Trials 

Project No. 936-5967
 

1. 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 $8,00.0,000 in grant funds over a

five-yeaz pt~tiud 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. S. first and then in field settings. It is expected that the
vacci nos wi 1I oventually become commercially available as a 
public 1tedlti tool in the control of malaria., 

3. The iyree,ent(s) which may be negotiated and executed by the
 
'. t I, !.llO:1L, such authority is delegated in accordance with
A.I.D. regulations and Delegations of Authority shall be subject
t, the f, I1vwing terms and conditions, together with such other 
tertls i indC'iton as A.I.D. may deem appropriate. 

4. Source ind Origin of Commodities, Nationality of Services 

a. Commiodities 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 ,,cean shipping, the suppliers of commodities or
services shlI have the Cooperating Country of the United States 
as their plnce of nationality, except as A.I.D. may otherwise 
agree in writit y. 

h. ,'', hiplinq financed by A.T.D. under the project shall, 
eAe tz F J. Ikl oLherwise agree in writiiig, be fi llatced unly
on flay v s?-els of the United States. 
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5. Wa ivers 

Based on tHie justification set forth in t-he attached Action
 
Memorandum, I hereby
 

a. determine that special circumstances exist to waive, and 
I 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 
!II t) A . I ,[) (od]t 935; 

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. 
tueiyii policy objectives and objectives of the foreign 
assistance 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 

N. C. Brady
 

Sen ior Assi stclic Admin is tLd Lott. 

Scielioce n T iinoloyy 

{Da t 

Clea ralices: 
S&'/l: G tPLiygeW (draft) Date 8/21/87 
ST/11 : AV;, riDusen (draft) Date 8/21/87 
ST/P(u: .29,,, LDate ,/101C 

1)AA/ANE : ,INo r t i s _Da t.el.__.,.E 

1 t) ti i-:.1: I, i : 'tL [ t W :,.p:: , Z1 ; " J 



AGEN'CY 'FOR; INTERNA~TIONAL, DEVELOPMENT' 
WASHINGTON, D.C. 205230 

t~~ MORNITDN UM. 'O R THE~ ACTING AS SA' 'ItIhSDR , 

BU1 EALI FOR ASIA .AND 4EAR' EAST r'7 

FRM: ANE/PD, Ronald F. eei
 

SUBJECT: S&T Bureau PYro7ject ~for -Malaria acin Tilsi 

Action' <We ,request your~clearance for SAA/S&T a'uthorization of 
~ Malaria 7 Vaccin'e trials in Papua New Guinea. 

'' Discussion: After 'discussion 
with 'ANE "staff' and ,Regional

Dircto P7.Ie fteSuva 7'Missi'on, 7 S&T proposes tauhori'z'.
 an ei ght mi Iliont dollar ( t$8, 000, 000f v-year mal1aria vacci ne e 

7t rialy activi ty in Papua New Guit iea.1 ~'""'~ " ' 

SepratlySAA/S&T has given rlimrinary (3PID-l l aproa

Q:,of a 2"3 mI'llion do l r. 30 0 0 0 ieyear ( o !,Y'9 8
~'§worldwdevaccine trial. proj for Papua New 'Guijnea and. three7.
 

ote i ts (&possibiyThailanid, A ica and, LAC) "7Two Mi'iion
 
'" dol lars of FY'987,f uids' are ay lable f orth Ppu ew.G"uinea
 

ac' iity an 23 milo weregiven 'preliminary appr~oval'
 
s u(i i 4jt 7h I ve~' mi I Ii on -n~ FY 19 '8~8.7 S&D ,Ni 11 p7Loi de al1

f undi7ng for vaccine~ tri'als, and wi~Jll also cop inue ,fundi nq 4'O
 
Ili i o n iu a IIyj dev e 10P Ient.
a nari o c 

Weand '"7 Suv edrsete tcnical inri L~s ofj he Papua Newv'7 

Gu i n' e a~' r7i a I W t, y'o T a sa a v cc "n7 ",m'l7 

"safA"'N E' t, ii w o.~~ c n'eabo - t i p o o a 

. ______fo hi'h-c6 's'high-i n'.lation Papua NwGu'i nea' 
7ay beudeet m~e S&T has~" feibi t~"y' FY7~ an&'fIij 1988 


7fol lowi ng year torvsecs esimats w"i Lhexperl i ence
 

wilffetcost incr'ea'ses 'in Papufa N'ew' 'u Pne
 

S4atdRq. of tinhe~Suva Mi'ss ion to c tU~)Al avi~ r 
w 11 st~rai ned, particularl~y durn tsie, nt i7al w y ea rs. 
ThJ&i when co"ns "ruc'di'on of epa* ri atrehous'ii 'andI:e 

FacI i s ad when .staff an'd equ ipmer. a r'i v n -ontcy 

J~ n obse~rver" personal servi ces ,cbt,.aci( PSG:) p~

ion -t pivde admin~i sraH ye suppor E) , : i
 

&FH o ieS
wi 4%k 
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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
 



--
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AGEN CY".OR INTERNATIONAL DEVELOPMENT-
W ASH I N G TN, DC_ 2 0523 

pUG A 28 187 

ACTI'ON 2MEMRNU FRTESNIOR ASSISTANT ADMI~ NI 4STR4#R FOR 
4
SCIENCE AkD' TECHNOLjOGY 44" 

FROM:. S4&T H ent . a 

'SUBJ ECT: .Approval. 4of Ma 1a rjia Fiel1d Trial~s -Acti.vi'ties:nPau 
4 4 44. . 44 4 'NewiCuilea (936-5967) _ 4p
 

Pbb1 wnv 4Your adrvl required ~t o aaur-hori~I eMalaria F'Feld4Tras civte Ii Pap1a' New Gui~n ~'T~s nding i 11, b e,,,us~ 


n 

to4*4
deeocodc 
 n evalu~ate 'human -fi'eld tr-ials o candidate
mralaria vaccines'. Appropriate, trialPs of~ candidate vaccinesare 
being' conductedin the' U.' S~. to de rn thi efetvns4n 
safety L*n 4accordanlce wit FAregulatcions, concerni.ng the 
lices'ingof vyaccines Lw they U.S. for- production and'
d I sCr Iti. on. -Alth4 ough 4 FDA cearnice Js n~ot required f'or the
cral tcaepace,protocol's for' th "trials [lave been reviewe~dby Lhe ajpp< 'praLe ethical review COU1Iw.tee in NI 1tnA11 

4addition, A.I.D.,will 4.follow th et'ialsandacds~of.15'4 4 "Ne
 

exten elect iov process-PpaNw una
v 

Wa c elf AS n Of' twoCOUn~ries in Asi wher fiel rP ' Shoul beg7i~n,4 Once U. S. trials. 'are- compfeed , field trials will 

comenc41 .n ~Papua' New 'uinea, unde i~hL's a4&tivi4c ' 4 

AThIS a '& f~ is expected toc $,0000OlOOe 
.~The
V_'a fve year~period italfnding Iin. FY 198 7 wil 1be
' .g 00pi0". I'l eJh roj etassis Lance vcompleL[i dat&je for this 44'
 

acetv!L-y wi I b~e J . Uin e 30, 1~993.
 

DIs s Ion: 4Ma I ari a cont~inues- Lo be~ a majo r caLis.eoc mo64rbidit.
 
an m'6-.wotta I t:y :Ln 4Less Develloped-Cduntries (LDCs)A: I L is 
estima~ed~a mor~e than two-billio44n peo'p'1e are -ac r"isk from 



-

4~ ~ Lzu UUth lAfia ~-~ 4 subconc inen lolne4estmatd catone m~illio~n ch ildren- die of maart i t~fetLion 
-s 

11 Ua A. .D .has t4aken the lead n wa nIrolLo 
In e-research 'programs.o develo su p :ary.1 w 


pt ' 2 yea ,h S&T B't-eausselected a series "of I'ead i 
ih'ab j and de've opeda ,nedr of, s cLens IjUS, 


C'4q S ese h:j c ar es-.of r s eadInA 

4 

http:concerni.ng
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In the last 3 years this support has led to the development ofpotential, candidate vaccines. Recent technical breakthrouqhs ir
ir1,1 1 t ia vaccine dev loupmtnt , tjch as those at New Yr)t k
University, Scripps Institute, the Universities of Missouri and
Hawaii, by A.I.D.-funded researchers others theand around world
has been remarkable, prompting accelerated planning for clinical
and field trials of several prototype malaria vaccines in malariaendemic and non-endemic areas of the world. As a result of thesE
concentrated efforts, severaltoday prototype malaria vaccine

CalldidaLes cLe available clinical
to tLials. 

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. Thefield 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 ofthe Government of Papua New Guinea. A.I.D. will have direct
involvement in monitoring the activity and will provide technicalcoordination through Personal Contracta Services arrangement.
Dr. Michael Alpers, Director of IMR, has indicated his desire to

have the A.l.D. technical coordinator 
 on site and will provide 
office space.
 

'-I. f field trials will t iklz -itl t hr -e y'ears t:() e)mp let.e for
ttie tirst series ot candidate antigens and address
will questions
of vaccine safety, efficacy, and public health impact. It is

expected 
 that the test sites will irnvestiqate a series of 
puLcIALL l I1 ii a i Vca in Ci itlida Le O VtL the iI t U L theproject. Clinical Phase I and Phase trialsII will take place inPr T Msresby under strict clili '. 1 riTd , thi'al c(ondit ions hy aoi,jical officer. The Phase III tiejd iials wi 11 take place near

Maprik, East Sepik in an endemic area. The late Phase 
 III trialswill include high risk population groups such as pregnant women 
ar3d infants in malaria e erdemi(' areas. 

'?P Office of Health has reviewed all the ethical and
environmental considerations related to use of the vaccine
fi-ld trials and find that the planned proceduces meet the 

in 

standards approved by the National Institutes of Health. The
conduct of trialsthe will comply with all special considerations 
concerning human ci iri(:Itl t ia Is. 

Vi" V' f Ll1' 1, 1, 1 .. 

tt.pttese tl C11 ItLVeluln ltodLa L L ,clul lt.g clj)p[dch to tra dnSterriny
ief medical discoveries made (possible by biotechnology from thelatoratories to the field. It is exie(teJ that the vaccines will 

I' ' 't* . nrll I *r I 1f 
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SUULCe aild oLigii ut Cujiiuditi S, NaLiuLiliiiLY ut SeLVICc-S 

Commodities and vehicles financed by A.I.D. under the project
 
snall have their source and origin il Lle United States and tlhe
 
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
 
commodities, vehicles, and services from Geographic Code 935
 
countries. Exclusion of procurmerit from tree world countries,
 
other than the cooperating country or countries included in Code
 
941, would seriously impede the attiinmnent 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.
 

(u-iut)d i i es 

'I he p[oject will require electrical t4uipment such as electrical 
(I-Ii-r- -I rs , t efr i q: ra tors , labi rnlt , -*i d off ice equipment which 
lllUSt De COlllptible WIL tle 1eCLLka i 6ySLti in PLJNG anid Other 
equipment such as field equipment and tools which must be 

offllupLtile with t-kitil men t cutr t ten 1, -i inl PN( and for which 
i ipairs, set vice aid spa re part atr :ivai flaole. The project will 
also require certain categories of eqllipment which are not
 
manufactured in the United States such as video cassette
 
reco(dets aid players. Most commodities in the foregoing
 
categories are of Australian or Ja antse source and origin and
 
suitable U.S. - made commodities are not available. The total
 
value of such commodities to be prOcurted is estimated to be
 
approximately $ 750,000.
 

Vehicles
 

Th use of LJ.S.-made vehicles in PNG is precluded since there are
.~. -. {, ,r- t . ..f I,, e- ,!w, f -,pa i rt 

tacilitLes capable of handling U.S. - made vehicles located in
 
PNG. Unlike U.S.-made vehicles, the vehicles used in PNG are
 
equippe(I with right-hand drive, and the metric system is used in
 

. it Il it, t-et'eer
 

aIa ii tieI(I trials is a ru jed el.' I ,)iwtl where tont. access 
spaI p,I t s Iid t ra i ied rlechal Ili I I I tt- critical . Most 
v,ehic Ie- i ONG are oif Australiart ,t iplpiese manufIcture. The 
t.kta I va Lne )f siuch motor vehiltts t, h'e procured LS 
apprLo)XimItely $ 12U,UOU. 
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Technical Assistance
 

Tlt Paapoa NUW Guiii(-a Institute of MN dical ke tatch k IMR) will 
conduct the field trials and Papua New Guineans will be involved 
at all levels of the project. However, expatriatQscientific
expertise will be needed by and involved in this project since
 
the PNG staff may not have the full panoply of scientfic
 
experience, medical knowledge, or technical training needed. It 
is imperative that non-PNG scientists also have a knowledge of 
the cultue aiid .lIViLunjlltt of these tield 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 technical skills and
 
cultural/environmental sensitivity will be extremely difficult.
 
In the interest of expeditiously implementing this project and
 
using hurian resources efficiently, non-U. S. and non-PNG staff
 
and consultants will be needed. A malaria field epideiiologist

troin 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 cdnnot be provided for by the Host Country or the United
 
States. The 
total value of such services is estimated to be
 
approximiately $ 750,000.
 

AtciChed is a Concept Paper for $23 1Illio lot youu separate
Ai[rp .va i for a worldwide field trials program ()f which our 
effr t. irl [Pa pua New Guinea is just a partt Project Paper will 
LJa J u pted in e Ll[ M .1988 Lu -i lbiJiL ilz1 tiu tt iteld 
trials program. The Papua New Guinea activity is being


1-'t'..,t -J in )rier t o take advantaqp :)f tp onr t tinit i 's in FY
 

Ani Advice of Program Change to Congress has oeen processed and 
expires September 22, 1987. 

Recommendation: That you approve this ma laria tield trials
 
ictivity, including use of Code 935 countries, by signing the
 
attached project authorization.
 

At ta c hmnen ts : a/s
 

:1Crarces
 
, ' ':r'.t ir-w (Ar ift ) Da tP 8./21/H
 7
 

a tyI ti A Va iiDu 6t.i JCaf Dat /2 i/I 
,'T/P'o: (;w e r (a. -- Date_
 
AA/'S&T:DB" renna n .Dat e- V
 

-


I
D-., ANh. No r is Da te,., 
M,' S r,P/ P TMr Ma h o n Da te 

1)[ci ted: S&T/ H:GPettiyrew:gp: 8/20/8 1:525 iu 
i.: : , * 7 


