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Executive Summary 

PATH carried out the follon~ing activities from Octokr  1.2001. through September 30.2005. 

The agreement betlveen P.-\TH and the 1 3  .-\gency for international Development 11'S:llD\ \\as 
signed on October 8.2001. Subsequent conversations led to a dcfined scope ofnork and budset 
submitted So\-ember 2.3. 2001. and approved by VS.-\ID on Decenikr 3. 2004. 

FhlP-I Phase Zb Clinical Trial 

The clinical plan \\-as approved by the L;.S. Food and D n ~ g  .\dministntion. P.4TH.s Human 
Subjects Protection Committee. the Ken!a Sledical Research Institute Institutional Re\-iet\ 
Board (IRB). and the Department of Defense Human Subjects Research Revie\\ Board. The 
clinical trial was initiated and 400 children \\-ere recruited. .-Ill three doses of vaccines have h e n  
deli\-ered and the subjects have been follo\ved according to the IRB-approved protocol up 
through study day 200. Suneillance is continuing. There have &en no vaccine-related serious 
ad\erse events. Completion ofthe six-month priman efficacy period is anticipated in Qi 2005 
with prelimin- data k i n g  available toward the end of Q1 2006. .-\ total of 51.100.000 1.S.-\ID 
funds ha\-< k e n  used to suppnn the trial activities in Ken!a. 

hlalaria Vaccine hlarliet Assessment 

During this period. the PATH hlalaria i'accine Initiati\r (IrlVI) continued to nark under a 
subcontract with the Boston Consulting Group (BCG) to conduct a con~prehensive malaria 
vaccine market assessment. which started in nlid 200-1. In collahiration with \I\'I. BCG 
developed a tlesible modeling tool (based on extensive primary and s e c o n d q  research1 that for 
the first time makes i t  possible to: 

Develop sophisticated pro-iections of pntential public and pri\ ate demand for a malaria 
vaccine. 
Identif! barriers to and drivers of malaria vaccine dmmand and which of these might have 
the biggest impact on demand. 
Highlight key points in the areas of financing. pnlic!. and advocacy \\here planning and 
intenention by the public and private sectors can ha\e the peatest inipct on demand m d  
supply conditions for public immunization progranis. 

The assessment is complete. and presentations on the results have k e n  made in h e  i-nited 
States. Africa. and Europe. 

Building upon this \\-ark. \IVI subcontracted \\-it11 BCG to de\ el,>p an iniestment case for 
malaria vaccines. adding complnents ti3 the deniand model that prc>.iect estimates of kith 
financial return on investment to companies and social return on in\estment to thc public sector 



if they support the use of a \-accine. Key lessons learned tiom this \vork have dri\-en thc 
prioritization of SfVI's activities and supp>rted analysis and decision-making in the areas ,?i 
policy. financing. and adlocacy related to planning the inrroduction of malaria vaccines. .A 
notable example ofthis is Sl\'I's uork to supp~lrt discussions (\\-it11 G8 go\ernnlenrs and the 
\\'orld Bank) of ad\-anced market commitments for malaria vaccines. \\here Sl\.l'i nlodeling 
tools have been used in the analysis and evaluation of such linnncing mechanisms. 

.4 separate proposal ro conduct prim? research in additional countries in support o i h c  anal!sis 
described ah@\-e has been put fonvard. This additional nark to enhance the model \vill increase 
its effectiveness and accuracy as a modeling t ~ w l  and provide \!\'I and the lield \\ith better 
information upon which to focus work to support the high-impact introduction a f  malaria 
\-accines. 

Decision-Making Framework 

There has k e n  significant progress towards de\eloping a decision-making irame\\ork. .A 
Steering Committee (SC) has k e n  established and meets regularly by telephone conference. 
Sle~nbers of the conlmittee represent a broad range of organiwtions including: ministries of 
health: \Vorld Health Organization ( \ \ l 10 ) .  Headquarters and .Airica Regional Ofilce: 
YS.4ID: Ynited Sations Children's Fund. Headquarters: P..lTll's Slalaria Control and 
Evaluation Partnership in .Africa: and hl\'I. 

The SC has endorsed an initial structure for the decision-making frame\vork. Inforn~ing this 
structure are seven briefing papers. six of\vhich are at a late-draft stage. Thc! cover critical 
contextual issues. such as past experiences with and existing guidelines on the inuoducti~>n of 
ne\v malaria inten-mtions and vaccines. The papers will tr: finalized in early 2006. 

llnused resources from 2005 \\-ill be used to iniplement a ci>nsultation with approximately 13 
African countries and partner organizations on the initial decision-making frame\vorli. The 
consultation \ \ i l l  occur in Cotonou. Benin. on Januan  14-26. 2006. ni th  \\I10 leading logistics 
de\.elopment and the hfinisrer of Healh.  Benin. as the host. The consultation panisipcmrs \ \ i l l  
work together to develop the detailed structure within the imne\vork. 

.4 separate proposal has been put fonvard for fiscal year 2006 seeking s u p p n  to begin ru 
validate and roll out the irame\vork by applying it  in a limited nurnkr  of.Airica countries. 

Slaterials described above and meeting summaries are available on request 

Financial Review 

P.ATll's quarterly financial report \\-ill be submitted b! Vo\emhsr .;. 2005. per h e  agreement 
ternls. 


