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WAS#EgNGTON"0C202
 

AGJOMt-OR D 1FqR': TE 'AGENCY, DDIRECTOR 'FOR HEALTH 

FRM: S&T/H, An'n VanDusen
 

SUBJECT: M~alaria Immunit. and Va c n 0h i n o
e e r h -A r~ 


Sub t ctviy tudies 'on Ma 'a'ria Antige'ns an< Thei~r Pa hological Effects.on Prmae' udr mnaia.~i 
~iproDect~ 31-0453 ~

Probl~em: >or approval is requested for a $1 700, 000f ~-Mont 
project entit1ed "Studies ow
nMalaria Antigens~and Their
 

~Background: A. research poposl was'recie from Case, Wesen~Reserve Univest tosuymlraatgn n, tei~r 
patoloica~efect onprimates. The proposal 4was, reviewed by. 

- an external panel oscetfcexperts the Scientific
 
~ Consultants Group, and S&T4H mfalaria, staffboth for scientif ic 
merit4 and program rlvance. As a reul of terviews, h

prpslwsrecomnded~ euj~o r~h r~p-pfaora fu'nding' with mirior modif ications. 
- ~ Specific project objectivs inclde:4, (1) Caracteriati I n-ofq protective antigens' of P. faliau n terpamdabirnmuneecro y and ther path o~ab 

orgas,artcu rlyki'ney inActu and Saimiri mionkeys bef~oreand after~ immunizaton wit~h mailaria sn~hl~n~;vaccines and 
(3) Study'1 oftthe' pathological &f'fect's of various ad jua'sin 

b~e Li'ie pat e y-as the- Princ ipal i In V1::, iLY C"has een: studying renal disea ses occurring in P.~ f a Ci p um
infeced anduninfeced Aotus monkey ad characteriz'ing . 

immunoelectron 'microscopy.w The wbTk has been accop.ihed in 
col9labortion wi'th nueosmlrarserhlbrtre ifuhded,


by, A...Tewr a rvddvlal feedback to' reae?
laoatre an riaetesting facilties, cdi~rectin nd.' 

The? proposed' wor-k dcies not du'picat e, or overl~ap~with. other wrk 
funedy'te Maai Vacin R(s c an Devel4opmein4t Project.Thewo ,epands and exte&nds research cridou nbs 
reerhad'rvd- uiq~ue esource fo'r- ma Ia r ta vacc ineresearch e' prps wr Uhree year hion -cofmpletiL.ive:,,,-, 

-v sCbope'ra Agreement f or L is atvi ty. TIhe proposa 
-at tached ,f or further i n f om(a't i 'o and deta Is, of- spei fic 

exper~~- i ~ I-esg 

http:Effects.on


Research Involving Testin 

Research 

of Animals and Human Subiects:involving testing of 
comply with 

animals and human subjects willthe following DHHS guidelines: "Guide for
and Use of Laboratory Animals" the Care
 - U.S. Department of Health andHuman Services (DHHS) Publication 
the Safety No. (NIH) 85-23; and "Guide forof Human Subjects in
Health and 

research - U.S. Department ofHuman Services (DHHS) - Human Research Subjects -45

CFR, - PT46."
 

Clearances Obtained: 
 This project was approved by the A.I.D.
external expert panel 
 on the basis of scientific methodology,
qualifications and experience of the proposed investigators, and
the institutional capability in 
accordance with FAR 15.506-2, FAR
i .507 (b) (i).", 

Recommendation: 
 That you approve funding in the amount of
$1,700,000 over a three-year period for the subproject activityentitled "Studies on Malaria Antigens and Their Effects on
Primates" by signing 
the attached Project Authorization.
 

Attachments:
 

I. 
 PAF Amendment
 
2. 
 Case Western Reserve University Proposal
3. Letter from Principal Investigator responding toreviewer's comments 
4. Scope of Work and Budget
5. 
 Justification for Non-Competitive Procurement
 

ClearancesS&T/H:JAustin es:_- \ Iae
! 
 Da te:_

S&T/H:CDiggs _ ,, Date:#

S&T/H:GPettigrew 
Dat
 

S&T/PO:DSheldon* I -Date: 

Drafter:CMi 11er: fyh:5/18/89
 



PROJECT AUTHORIZATION 

Name of Country: Worldwide 
Project Title: Studies on Malaria Antigens and their 

Pathological Effects on Primates
 
Project Number: 
 931-0453 
1. Pursuant to Section 104 of the1961, Foreign Assistanceas amended, I hereby Act ofauthorizeproject, "Studies the centrally-fundedon Malaria AntigensEffects and their Pathologicalon Primates," not togrant funds exceed $1,700,000 ofover S&T/Bureaua three year period fromauthorization the date ofsubject
accordance to the availability of fundswith inthe A.I.D. OYB/Allotment process,financing to help inthe cost of the project. 
2. This project will conduct researchvarious organs on the pathologyin monkeys before and of 
malaria after immunizationvaccines and challenges withthe pathologicalvarious adjuvants effects ofin primatesaddition, before immunization.the project will Incharacterize protectiveantigens malariaby immunoelectron microscopy. 

3. The agreement(s) which may be negotiatedthe officer(s) and executedto whom such by
accordance with authority is delegatedA.I.D. regulations inand delegationsshall be subject of authorityto the following termstogether with and' conditions,such other terms and conditions as A.I.D.deem appropriate. may 

4. Source and origin of Commodities, Nationality of Services: 
a. Commodities financed by A.I.D, underhave their source the project shalland origin in thethe United cooperatingStates except country* oras A.I.D. may otherwisewrit ing. Except agree infor ocean shipping,commodities the suppliersor services ofshall haveor the United the cooperating countryStates as their place of nationality,as A.I.D. exceptmay otherwise agree in writing; 

*Each country where iesearch,training, technicalassistance or othertakes place under the project shalla cooperating country be deemed to befor the purposefinancing of permittingof goods and services required 
local cost 

for the activityconducted in such country. 
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b. Ocean shipping financed by A.I.D. under the project

shall, except as A.I.D. may otherwise agree in writing, be
 
financed only on flag vessels of the United States.
 

Approve______________
 

Disapproved
 

Date
 

Clearances: 	 S&T/H/WVC:JAustin Date §
S&T/H/M:CDiggs_ Date 
S&T/H :GPettigrewI Date6 

AVanDusen Date 
S&T/PO: DShe Idon iDate I 
GC/CP:STisa u Date -, -

Drafter :S&T/H/M:CMI Yer:ps:x4601:5/31/89:wang#1817s
 


