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Summary and conclusions

Abstract

The Advance Market Commitment (AMC) is a proposeth€ial mechanism to create
a “market” for vaccines against diseases that ar@réority for developing-countries.
The governments of Italy, Canada and United Kingdamently are behind a proposal
to conduct a pilot AMC for pneumococcal diseas#h awnother for malaria expected to
follow. Norway is being asked to make a financ@itdbution. Based on ECON'’s brief
review of the issues, a pilot AMC seems worthwikigwvever, ECON would signal a
few issues regarding AMC size, continued fundingfber aid channels (particularly
those likely to be critical for AMC success), cdesation of independent monitoring,
and the possible need to signal which diseaseshanle AMCs in the future.

Background

Lack of buying power in developing countries resuft low economic incentives to
invest in the development and production of vaite serve developing-country
markets. This means little research is focussedoome of the most important diseases
affecting developing countries. The Advance Ma&emmitment (AMC) is a proposed
financial mechanism to create a “market” for vaesiragainst important developing-
country diseases. It would do this by engaging domo legally binding commitments
to cover a pre-determined price per dose of futiaecines. The AMC would pay a
vaccine developer the pre-agreed price per dosthef vaccine met certain pre-
determined effectiveness criteria and was demamgedeveloping countries — while
paying nothing if no vaccine met such criteriafond developing countries demanded
an approved vaccine.

The governments of Italy, Canada and United Kingaomently are behind a proposal
to conduct a pilot AMC for the development of asiae against pneumococcal disease.
Another pilot for malaria is expected to follow. M@y is being asked to make
financial contributions to these initiatives.

Problem statement

The Norwegian Ministry of Foreign Affairs asked ER@ perform a rapid assessment
of AMCs with a focus on 12 specific questions nielgto what AMCs can accomplish,
their design and their financing. The terms of refiee are provided in Annex 1.

Conclusions and recommendations

It appears that there has been wide consultatioitn@®AMC pilot and general support
for the concept among stakeholders. Based on tidsoar own brief review of the
issues, a pilot AMC seems worthwhile. However, weuld signal a few issues
regarding AMC size, continued funding for other aeidnnels (particularly those likely
to be critical for AMC success), the need for inglegent monitoring, and the possible
need to signal which diseases will have AMCs inftltare. Recommendations on these
are followed by a brief summary of findings undecle of the specific questions raised
by the MFA.
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Recommendations
Size of pilot AMC

From a practical point of view, erring on the higide, as opposed to the low side, in
funding a pilot AMC is likely to help demonstrateora quickly and decisively whether
the AMC concept could ever be a success — whichtiimately the goal of a pilot. If
price per dose, along with overall AMC size, aready on the high side and firms are
still not motivated, this would be a good indicatithat AMCs are unlikely ever to
succeed. On the other hand, if the price usedenptlot is close to the borderline of
what could be expected to stimulate one or moresfitit would be more difficult to say
whether failure was due to a too-low price or tonsthing more fundamental in the
AMC concept.

Other aid channels

Special notice should be paid to continued fundorgprimary research, strengthening
vaccine delivery systems and improving demand &B®eg, since these activities are
likely to be critical for the success of an AMC.

Independent monitoring

The AMC secretariat, housed by GAVI, is to regyladport on progress toward AMC
objectives by tracking and reporting on “firms eged, level of investment, status of
product development and installed capacity, anchtgudemand”. GAVI is also to

report on the public health impact of the AMC. W¢hbAVI and the AMC secretariat
would be in a good position to perform these mamtproles, it may be desirable to
institute an additional, independent monitoring av@luation procedure in order to
avoid possible conflict of interest. Such a sup@etary M&E role could be performed,
e.g., under the auspices of the Donor Committee.

Monitoring the possible effect of AMCs on donorvite® to other aid channels should
also be considered, especially for the activitred€d above) that are likely to be critical
to AMC success.

Signals regarding which diseases will have AMCs

If and when the AMC concept becomes more estaldistied developers begin
anticipating AMCs for other diseases, there cowddatrisk that some developers hold
off on the final, more expensive phases of vacdieselopment that they might
otherwise have pursued without subsidies. In otdeninimise such gaming activity,
the expert vetting process for AMCs eventually magd to be in a position to declare
whether or not AMCs are likely to be developedgarticular diseases.

Brief summary of findings for specific questions rased by the MFA

The following section briefly summarises the maimdings for the specific questions
raised by the MFA in the terms of reference (thé ToR may be found in Annex 1).
We have divided these questions into three thentaidpters within the report: What
AMCs can do, Design issues, and Financing issues.

ECON Report on AMCs - External Version\AGS\25.012707 2
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What AMCs can do

The ability of AMCs to compensate for market falur

The fundamental market failure related to vaccistesns from the fact that scientific
knowledge is a public good. Without government mveiation in the market, rewards
perceived by a private firm for developing a neweorae would be too low — even in
developed countries. To address this problem ireld@ed countries, governments
allow intellectual property to be protected throuyggitents. However, this works by
raising prices, which unfortunately puts them odtreach of many developing
countries. AMCs are designed to help address foedability problem by covering the
difference between a price that is high enoughréwigde developers a reasonable return
on investment and a price low enough to promoteespdead uptake of the eventual
vaccine by governments of poor countries.

Uncertainties relating to donor pledges are alseeg@ly perceived by private firms as
too great to justify development of new vaccinemead primarily at developing
countries. Related to this, there is the “time mgistency” of donor incentives: Once a
vaccine has been developed, policy makers in dandmecipient countries have strong
political incentives to force manufacturers to lovileeir prices in order to distribute
benefits as widely as possible. Since potential ufeturers know that donors’
incentives will change this way over time, they alguforego the risks of such an
investment. The AMC is designed to address thiblpro by legally binding donors to
subsidise a number of doses large enough to allamufacturers a reasonable return on
investment.

The extent to which an AMC can address either es¢hmarket failures will depend
critically on the ability of donors to convince patial investors that the AMC will
result in a market for developing-country vaccitiesgt is reliable enough to make the
required investments.

The use of the World Bank to “bundle” multiple doncommitments is likely to
increase industry’s confidence in eventual dongnpents. However, important aspects
of developing-country markets that AMCs do not addrinclude in-country delivery
systems, planning systems and forecasting, alllo€hwwill play key roles in eventual
vaccine demand. Since the AMC pays the vaccineymerdonly for what developing
countries demand, these factors will also have maportant influence on whether
developers decide to proceed with investments.

What AMCs can do that other aid channels cannot

AMCs have the following main potential advantagesrather aid channels: They can

stimulate innovation even before any money is paid They can decrease donor risks
because they do not require a payout if an adeyaatgne is not developed (and after
that, payment is made only in proportion to actileiand by developing countries).

And they can stimulate a large number of playatar than essentially serve as a bet
on one or several potential developers that maynay not produce a successful

product.

AMCs are not likely to substitute for very many aidannels, but could complement
such channels as public funding of basic reseatchingthening of developing country
delivery channels, Product Development Partnersfifi3Ps), and the International
Finance Facility for Immunisation (Iffim). Continddunding of such complementary
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channels in parallel with an AMC may enhance tHeotiveness of each. As noted
above, special attention should be paid to continfusding for primary research,
strengthening delivery systems and improving denfaretasting, since these activities
may even be crucial for AMC success.

Possible effects of AMCs on other aid channels

Some proponents of AMCs point out that there islinect budgetary pressure to reduce
spending in other areas when a donor makes a fadasmmmitment to an AMC. This

is because the donor must pay only after the vadtats been developed and demanded.
However, two of the three financing options for ABM(see below) would require
donors to contribute money up front or over timeatw AMC fund. Under such
scenarios, a donor could, in theory be faced whth need to cut an equivalent sum
elsewhere in the budget.

There may also be pressures for donors to cut taakher forms of aid if it is felt that
such channels are essentially duplicating rather gtnhancing AMC work. However, it
is difficult to see this representing a significdéinteat to other vaccine-related funding
until one or several successful pilot AMCs haveetalplace and donors are able to
judge the effectiveness of AMCs compared to thattbér aid channels.

In the case of the pilot for a pneumococcal vacamest of the work remaining to be
done is not the sort normally funded by aid butpbyate companies, i.e., there is no
real threat to public funding for research on aymnecoccal vaccine because the
product pipeline is beyond that phase.

The Ministry of Foreign Affairs noted that it waargicularly interested in the possible
affect of AMCs on Product Development Partnerskifi3Ps): There does not appear to
be any specific threat to PDPs other than the gétieneat already mentioned regarding
temptations to diminish all “push” funding. MoreoyePDPs do not seem to be
fundamentally at more risk than other aid chanmethis regard. According to one PDP
interviewee, an AMC may even be able to help PDB&iwwg on the same disease to
attract additional funding, since creation of an @Mould send a signal that work on
that disease has become a priority. Overall, mBftsPinvolved with diseases relevant
to the proposed pilot AMCs appear to view AMCs g®sitive development.

Design issues

Ensuring that AMCs focus on the “right” diseaseslaraccines

There are a number of institutional arrangemenitsgoedopted for the pilot AMCs that,
if also used by future AMCs, should increase thkelilhood that AMCs focus on the
“right” diseases in terms of developing-country ad®eand furthermore select the
“right” vaccines to deal with those diseases.

In selecting the diseases for the pilot AMCs, th# ¢eated an Independent Expert
Committee, the members of which covered a broageai expertise and were chosen
based on suggestions from various governmentstnatienal agencies and public-
private partnerships. There was also an indepenidvisory Group, similarly chosen,
that advised on key aspects of AMC design and wapansible for vetting data for
Expert Committee papers and reports.

ECON Report on AMCs - External Version\AGS\25.0122707 4
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In order to help ensure that AMCs encourage andoappthe “right” vaccines for the
selected diseases, an Independent Assessment Gee(itC) will be formed for the
pilot. The IAC is to comprise 7-10 members with vested interest in the specific
products under consideration. The IAC will overske establishment of the Target
Product Profiles (TPPs), against which candidatecinas for AMC funding will be
judged. In practice, the IAC is expected to ask Wtd@orm an expert group to draft
the TPPs, and once a candidate vaccine has beetoped, it will first go through an
established WHO pre-qualification process similartihat required of any vaccine
distributed by GAVI.

Finally, there will be a Donor Committee to “refinrend agree on procedures,
responsibilities and review mechanisms”.

Ensuring “correct” pricing within AMCs

In order to help learn more about price levelsljike stimulate the right response from
developers, the World Bank commissioned a condudtadevelop a model to replicate
the pharmaceutical industry’s valuation methodologize model highlighted three
areas of data critical to firms’ likely responsesan AMC: demand forecasts, status of
development and probabilities of success/failurcliding for likely rivals), and
estimated cost of goods. However, the earlier aywbis in the development pipeline,
the more difficult it is to estimate any of thesetbrs — and consequently (in ECON'’s
opinion), the higher the AMC price per dose maydnee be in order to compensate
companies for perceived risks.

There are risks for donors in setting a price @ &nd too high. However, the risks in
setting it too high (i.e., development of only omaccine as opposed to several
competing ones) seem less serious than those tofgseéttoo low (development of no
vaccine), particularly in the case of a pilot.

Risks that AMCs will subsidise pharmaceutical ggant

It is usually difficult for smaller firms to bringew products through the later, relatively
expensive phases of vaccine development. Thusctlgtrispeaking, the large
pharmaceutical firms are probably the ones mogtlliko get direct AMC funds.
However, the existence of the AMC may create ingestfor small firms to invest in
new technologies in the hope of selling or licegsinto larger companies. In this way,
AMC money may trickle down to smaller firms befatrés even distributed to the large
ones.

In the case of some later-stage vaccines, for wlaige pharmaceutical firms may have
already developed products but never took themdrtket because additional costs did
not justify expected economic returns, an AMC coeidi up motivating firms to take
such projects off the shelf. To the extent thathscases are known (and it does not
appear that many are known), The Independent AssggasCommittee for the AMC
could limit the price per dose to cover only thevelepment costs needed to get an
existing vaccine through the last hurdles to markatice previous investments on
research could be considered sunk costs. Howeavsmimclear that GAVI or others will
have sufficient knowledge of such cases at the timen the IAC is setting the AMC'’s
overall size and price per dose.
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Risks that AMCs will support monopolisation

According to the World Bank’'s model for simulatiige way the pharmaceutical
industry is likely to evaluate an AMC (noted abquhe greater the time gap between
products in the vaccine development pipeline, tloeenthallenging it is likely to be to
find an AMC market size and price scenario thatd@support 2-3 manufacturers rather
than just one. In such cases, as already notedirdlde-off may be between one
monopoly supplier and no supplier at all.

Even if there is a monopoly supplier, however, ¢hevould seem to be factors
mitigating against monopoly pricing. Most importgntthe price-per dose is set in
advance by the Independent Assessment Committeedvier, the manufacturer would
seem to have an incentive not to have the co-patypréce (paid by the developing
country) set so high that it risked lowering dey&hg-country demand and hence
receipt of the per-dose subsidy.

What happens if the AMC does not lead to a vadoéneg developed

If an AMC is not able to stimulate development ofaecine within an expected time
period, it is proposed that the IAC would make dgement on whether the price per
dose should be increased and/or the TPP madetiesgest. In order to help it make
such decisions, the IAC would call upon WHO to ceme a group to consider changes
to the TPP and/or call upon the AMC secretariaegpmably the GAVI Board) to
convene a group to consider changes to price. ifém@ture notes that raising prices
would be more likely than lowering TPPs, howevencs a lowered TPP could be
disruptive for manufacturers that had investedesearch and development to meet the
original higher standards. In any case, donorsaihdr stakeholders have yet to agree
on the events that would trigger any reassessment.

According to the World Bank and GAVI, given the adeed stage of vaccine
development for pneumococcal disease, it is at feasikely that the TPP or AMC
prices set in the framework will need to be revided the first pilot.

Proposed governing structure, including relationsto GAVI's institutional
mechanisms

After consultations with various existing institutis, the Technical Working Group for
the pilot AMC decided to locate the AMC secretavi@hin GAVI and have the World

Bank administer its funds. Both organisations appeell placed to carry out their
proposed functions, which seem to mesh with exgstinuctures and processes.

Once a candidate vaccine becomes available, thew#Gely on WHO to perform a
pre-qualification recommendation similar to proceduWHO already uses for other
vaccines distributed through GAVI. Developing caieg will also apply for the AMC-
supported vaccines through the established GAVtgse of national applications and
requests. After that, GAVI's regular implementingrimers (WHO and UNICEF) will
deliver the vaccines using regular GAVI channel8VGis also expected to carry out
much of the complimentary investments for strengjing health systems and vaccine
management in-country, as well as demand foregpstiactivities it already carries out
to support the uptake of other vaccines. (As naiséwhere, it will be important to
continue supporting GAVI in these activities.)
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The World Bank will be responsible for the finandianctions of the AMC, notably
bundling the commitments of the various donors iate financial instrument and
ensuring that the AMC makes required payments roe.tiAlthough the bundling role
will be somewhat new for the World Bank, it is patky better placed than other public
institutions to perform the role, not least becao$dts experience as trustee and
administrator for several billion dollars in vargdonor trust funds.

Financing issues

Financing alternatives for individual donors

There are three basic ways that individual donordcccontribute to an AMC: 1) Full
up-front payment; 2) annual payments timed to bugdthe full amount by the time
funds are expected to be needed; and 3) paymehgswdren actually required to
compensate developers.

The main advantage of full up-front payment is ljkeo be maximum credibility to

potential developers. However, if all commitmenerevbundled into a single financial
instrument, the perceived reliability of the WorBlank may go some way in
compensating for possible doubts about specific od®n pledges. The main
disadvantage of this option is that it has the ésghopportunity cost, since the full
amount of the money would not be available for otketivities for the full duration of

the AMC.

Advantages of the periodic-contribution option ud# lowering opportunity costs,
especially if contributions start small and inceeawer time (“back-loading”). This
option also appears most amenable to most donardgdiing systems, following
generally well-established precedents for full ausation followed by annual
appropriations.

The third option, payment on demand, would mininoegportunity costs and may be
particularly advantageous in the case of earlyestagccines, for which the date of
future payment is distant and hence relatively ttage However, this uncertainty
about when payment will be made may pose probleamnsdme national budgeting
systems. This option may also provide the leasirasse to industry — while the need
for such assurance may be greatest for the eatyestaccines.

Implications of Norwegian budgetary regulations

Because all three financing alternatives imply fumdll not be paid out to developing
countries during the same budgetary year that dhendgtment is made, special consent
from Stortingetapparently would be needed for each option. Ireofdr Stortingetto
give such consent, a specific amount and year iglsudsement must be specified. In
our opinion, this would favour contributions upritar periodically into a fund (options
1 or 2). Such an arrangement bears similarity & dbwrrent setup for funding from
Norway to the World Bank: There is a decision tg pat money over periods of three
years to an account in Norges Bank, from which\Werld Bank can then draw the
funds. (This arrangement also required specialamrfsomsStortingetto establish.)

DAC ODA scoring

The main potential difficulty in counting donor pagnts to an AMC fund as Official
Development Assistance (ODA) is the conditionatitguse that each AMC is likely to
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contain. This clause, which relates to use of fumdsase no vaccine is developed,
effectively introduces an element of uncertaintyareling whether or not the deposited
funds will be used for development purposes. Frastussions with the OECD

Development Assistance Committee (DAC), it app¢has the earliest time at which

ODA scoring may take place under any of the thinegniting options is after a vaccine
has been developed, approved and demanded. Howdeeagtions to cover the

administrative costs of the AMC probably could beumted as ODA at time of

payment.

Bundling of financial commitments

One of the World Bank’s key roles will be to bundiee various donor commitments
into a single financial asset so that developetsneit have to judge the reliability of
individual donor pledges. According to the WorldnRaand GAVI, however, the
precise details of the financing arrangements dabeospecified at this point, since
much will depend on the nature of donors’ individpiedges. Nevertheless, the World
Bank and GAVI note that possible elements of atswmiumight include a third-party
guarantee by a commercial entity (effectively redirance), and the use of cash from
eventual up-front and annual payments by some dotwihelp underwrite the risks
associated with future payments by others.

In principle, if the World Bank were to provide tbendling directly, it should be less
expensive than if a commercial provider were tosdpsince the World Bank is not a
for-profit institution. In any case, donors repditestill have yet to officially ask the

World Bank to take on this role, which would needé approved by the Bank’s Board.

The need for start-up funds

According to GAVI, start-up costs for the pneumaracAMC are likely to be around
US$2.5 million, compared to the estimated AMC tatiale of US$1.5 billion. These
start-up costs would cover work to develop the T initial IAC meetings, structure
the financing, hire two new staff at GAVI, and coube legal costs (likely to be
significant) involved in developing the agreement.

ECON Report on AMCs - External Version\AGS\25.0122707 8
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1 Introduction

The Norwegian Ministry of Foreign Affairs asked ER@ perform a rapid assessment
of Advance Market Commitments (AMCs) for vaccines put forward by the
governments of Italy, UK and Canada. As requestethb Ministry, this assessment
focuses on the following issues, which we havegmtei under three headings:

What AMCs can do

* The ability of AMCs to compensate for market fagur

* What AMCs can do that other aid channels cannot;

* Possible effects of AMCs on other aid channelsgesfly Product
Development Partnerships (PDPSs);

Design issues
* Ensuring that AMCs focus on the “right” vaccines;
* Ensuring “correct” pricing within AMCs;
* Risks that AMCs will subsidise pharmaceutical gsant
* Risks that AMCs will support monopolisation;
* What happens if the AMC does not lead to a vaclbeirg developed,;
« Governing structure of pneumococcal AMC, includiatation to GAVI.

Financing issues
* Financing alternatives;
* Bundling the financial commitments;
* The need for start-up funds to get AMCs “up anching’.

Each issue is introduced with the issue statement the terms of reference. The full
terms of reference (in Norwegian) may be found rméx 1.

1.1 Background

Variations on the concept currently called “Advardarket Commitments” (AMC)
have been around for about a decade, although ofaiye main points of the proposal
currently on the international agenda were develapea September 2005 paper by the
Washington D.C.-based Center for Global Developnf@é@D), calledMaking Markets
Work: Ideas to Actiorfprinciple authors: Ruth Levine of CGD and Mich&eemer of
Harvard University) (Dobbs 2005). This report cam of a working group established
by the CGD in 2003 to “bring together economistglj health professionals, lawyers,
experts in public policy and pharmaceutical anddab experts, with the mandate to
develop a practical approach to the vaccine chgdie(iLevine et al 2005, p. vii).

Early work by the CGD apparently led the G8 to takerest in the AMC concept
(Dobbs 2005). In February 2005, the Italian finanuaister, with the support of the
UK finance minister, presented the AMC concept ® ddlleagues, and in June 2005
the G8 gave Italy the mandate to develop a con&Bt€ proposal. A working group
was formed, consisting of representatives of thkalh Treasury Department and the
World Bank, with contributions from the Global Adhce for Vaccination and
Immunisation (GAVI), the pharmaceutical industrydaseveral vaccine-related public-
private partnerships.

ECON Report on AMCs - External Version\AGS\25.0122707 9
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Italy presented a paper (the “Tremonti report”Y38 ministers on 2 December 2005.
This report recommended conducting one or two AMICs and suggested six disease
candidates (Monticelli 9/2006).

During 2006 an ad hoc Advisory Group of Expertsnexed the six diseases in the
Tremonti report and recommended that the first tpi®MC be targeted at

pneumococcus and the second at malaria. At theu@8ng held in July 2006 in St.

Petersburg, Russia, several G8 governments staedcommitment to launch an AMC
pilot for pneumococcus by the end of 2006 (Montidg€/2006).

A technical Working Group on AMCs for vaccines hetd first meeting on 7
September 2006, jointly convened by the Financesirs of Italy, the UK and Canada
and attended by representatives of 15 countréssyvell as the pharmaceutical industry
and institutions such as the European CommissidiOWhe World Bank, GAVI, and
the Bill & Melinda Gates Foundation. The Rome megtireviewed the work
undertaken so far on the technical, legal, instihal and financial aspects of the
proposed AMC pilot. A decision was taken to meeiagn November 2006 to “agree
the details necessary for donors to make concire@ding commitments and to launch
a pilot” (Monticelli 11/2006).

The technical Working Group held its second meetin® November 2006 in London,
hosted by the UK Treasury and attended by reprasees of the same governments
and institutions that attended the first meetinge group “considered the technical
work on the pilot AMC to be significantly advanceshd agreed that the critical

challenge now is to secure the donor financial cament to launching a pilot early in

2007” (London 2006a).

How an AMC would work

e Donors commit (and sign a legally-binding contractjund the AMC for the target
vaccine.

* Target vaccine specifications (effectiveness, pufdialth impact) AMC market size,
and AMC price per dose are established.

« An Independent Assessment Committee (IAC) detersnifne vaccine meets the target
specifications.

¢ When a vaccine meets the specifications and casrdie interested in introducing the
vaccine, donors pay the subsidy and recipient cmsnprovide a small co-payment.

* When the AMC funding is depleted, a manufacturebiggated to continue to provid
an established amount at a relatively low, pre-edj@ice.

19}

Source: GAVI Alliance 2006

1 Australia, Brazil, Canada, China, France, Italy, dapdetherlands, Norway, Russia, Spain, Sweden, Sratzd,
United Kingdom, United States.
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2 What AMCs can do

2.1 The ability of AMCs to compensate for market
failure

The ability of AMCs to compensate for “market fegfuin the development of
new medicines/vaccines (AMCs evne til & kompenserémarkedssvikt” ift
utvikling av nye medisiner/vaksiner)

A number of papers on AMCs, such as the Tremomonte(2005), emphasise that
AMCs could help address “market failures” that @aas underinvestment in R&D for
diseases that primarily affect the world’s poor.

Developing countries’ lack of buying power meansttiprivate firms have little
economic incentive to develop vaccines for whicareéhis no parallel market in rich
countries. Poor countries represent about 90%eofmbrid’s population, while R&D to
address diseases that primarily affect such caméaitracts only about 10% of the total
global investment in disease-related R&D (LevinealeR005, p. 3). As a result, most
vaccines currently available to developing coustnrgere originally developed with
rich-country markets in mind, while few are focus®em the diseases that have the most
impact on such countries, such as malaria or nataydiarrhoeal disease). Moreover,
the vaccines for “rich-country” diseases that dacdmee available to developing
countries usually do so only after considerableayletypically around 15 years, i.e.,
after the manufacturer has had time to recoup tmwst costs in developed-country
markets.

The fundamental market failure for vaccines for hbateveloped and developing
countries stems from the fact that scientific kredge is a public good. Public goods
are those that can be enjoyed by people simultahgownhile it is difficult and
sometimes impossible for the provider to prevers. tRublic goods carry a free-rider
incentive and risk being under-provided withouti@él or collective action. A private
company will be reluctant to invest in vaccine Ré&iCthe cost of doing so is higher
than the reward it can expect to receive for itthdlit government intervention in the
market, rewards perceived by a private firm foreleping a new vaccine would be too
low even in the developed world. To help get arotimg problem, governments allow
intellectual property to be protected through ptsedhe legal prohibition against
unlicensed firms producing the vaccine means thatpatent owners or licensees can
charge prices high enough to provide an attragtate of return. The knowledge that
they can do this gives firms the security they nigeishvest in vaccine R&D in the first
place.

Unfortunately, solutions to the global public goqaeblem that rest on protection of

intellectual property alone will only help rich aaues. This is because such solutions
work by creating higher prices. This puts them oluthe reach of many developing

countries.

The way that governments have gotten round thedsfolity problem so far has been
either to force firms to sell at lower prices tove®ping countries, or by donor
governments subsidising the price at which the ldgweg governments buy. Since
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governments are the major purchasers of drugs déweldping countries, they can
effectively enforce lower prices. However, they mainforce a firm to produce. If the
private firm owning the drug perceives the enforpeide as too low, it will not have
enough incentive to invest in the manufacturing acity needed to supply those
markets. The result will still be no vaccines foe$e countries.

In practice, many vaccines originally developed fmh-country markets are now
distributed to developing countries thanks to dgorice subsidies, e.g., via GAVI and
its partners. However, sufficient drug availabilitypically remains a problem, because
private firms may not perceive donor commitmentsegble enough to justify the
extra investment needed to expand production t@rcdeveloping-country markets.
This in turn keeps costs — and consequently thessecy subsidies — high, limiting the
number of doses that can be distributed in practice

Lowering the price of vaccines through a combimatmf pressure and traditional
subsidies works (at least to some extent) for ntakivailable those vaccines that have
already been developed for rich countries. Howeuegertainties relating to donor
pledges are generally perceived by private firmgoasgreat to justify development of
new vaccines aimed primarily at developing coustriRelated to this, there is the “time
inconsistency” problem of donor incentives: It meadhat, once a vaccine has been
developed, policy makers in donor and recipientntees have strong political
incentives to pressure manufacturers to acceptvapiace in order to distribute the
benefits as widely as possible. Since potential ufeturers know that donors’
incentives will change over time, they simply magcide to forego the risks of such an
investment. This can be considered another maakaté.

Proponents of Advance Market Commitments claim &MCs could help address the
affordability problem in developing countries byvedng the difference between a
price that is high enough to provide developersasonable return on investment, and a
price low enough to promote widespread uptake @ftrentual vaccine by governments
of poor countries. They also hope it will addrele ttime-inconsistency” of donor
incentives by legally binding donors to subsidise price for a given number of doses
that hopefully will be large enough to allow maraitaers a reasonable return on
investment.

In theory, there would seem to be no major reasloy AMCs could not address these
market failures. In practice, success will dependhow attractive the AMC is regarded
by potential vaccine developers, both in termsrafepand reliability. If the price that
developers can expect to receive is not large énaooignotivate them, they will not
invest. (Aspects of price are dealt with below.ntRarly, they will not invest if the
market is perceived as insufficiently reliable.

Lack of market reliability can stem from lack oftfain donors’ ability to deliver the
promised subsidies, either because they may chaegaminds, or because their ability
to deliver funds at some distant date in the fuisrguestioned. Current proposed
design features of AMCs are aimed at addressirggtheoblems by making agreements
legally binding and by drawing on the credibilitiytbe World Bank, which could help
coordinate pledges from multiple donors into aiedifinancial instrument (see below).
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Some market reliability problems that AMCs will no¢ able to address on their own
are poor planning and delivery systems for vaccinakeveloping countries, along with
poor demand forecasting. This is why AMC proponeatsphasise that efforts to
strengthen planning, health systems and demandadastiag in developing countries
must continue (see below).

While discussions with industry by AMC proponenee® to indicate that potential
developers will be assured by these measures,impgssible to say for certain yet
whether such assurance actually will be enough ativate the development of new
vaccines. In large part this is because AMCs doyebthave a track record. The only
way to know for sure may be to test the conceph wipilot, as proposed. If the private
sector sees that AMCs can deliver a reliable maikeustry is more likely to trust

them in future and increasingly make them parttefsirategy — much as it currently
counts on intellectual property protection rulesl@veloped country markets. This also
implies that future AMCs may not require as muchmmeyoto motivate firms, since they
will not need to compensate for so many unceresnti

2.2 What AMCs can do that other aid channels cannot

What one can accomplish with AMCs that cannot bmm@plished with other
channels for health assistance (Hva man oppnar AM@Es som ikke oppnas ad
andre kanaler for helsebistand)

The main potential advantages of an AMC over othier channels — existing or
proposed — are that AMCs could

e stimulate innovation even before any money is paigl

« decrease donor risks because they do not reqpagaut if an adequate vaccine
is not developed — and after that, payment is nwaude in proportion to actual
demand by developing countries;

» stimulate a large number of players, rather thaemsally serve as a bet on one
or several potential developers that would use déunads but may or may not
produce a successful product.

This section reviews the main advantages and congitarities of AMCs vis-a-vis
other important aid channels.

Purchase Guarantee

A purchase guarantee (sometimes called an Advéwehase Commitment) is a
potential aid channel that is probably the mostlamo an AMC. The main difference
is that the purchase guarantee would pay out whdrug met the pre-set technical
specifications, whereas the AMC also would requiexeloping countries to buy it.
This additional requirement may put more pressureraccine developers to come up
with a good product, since it must survive a “matkst”. It consequently would reduce
the risk that donors would pay for a drug that d@weg countries did not want.

Guaranteed patent buyout

A prize or guaranteed patent buyout for the fiesteloper of a vaccine for a particular
disease would not provide possibilities for mukigntries to the market. And if only
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one can win, too many companies may find it tolyri® participate in the first place.
AMCs are supposed to be designed with the intentbreventually funding 2-3
different products. (Its supporters often stresa this “not a prize but a market”:
Levine et al 2005). However, it is not certain ydtether even this will be enough to
stimulate some companies to participate, espedraltases where a potential vaccine is
in the very early development phases (e.g., sedidpBtrategies 2006 for a simulated
market evaluation from a drug company perspective).

Vaccine purchase funds

There are purchase funds set up by donors to helplabing countries buy vaccines,
e.g., those administered through GAVI. However,lag) as donors do not have a
legally binding commitment to deliver the fundstorkeep payments to developers at a
level that allows the latter to receive an adequatern on investment, they may not
provide sufficient incentives for developers to lea#p production of an existing
vaccine, let alone develop a new one (Tremonti BD)@57). On the other hand, AMCs
are not likely to provide any major advantage oxemcine purchase funds for vaccines
that have already been developed and for whichicserit production capacity exists.
Moreover, vaccine purchase funds may be used fdwleloping countries with their
co-payment during the period when the AMC is actared/or afterwards when the “tail
price” comes into force.

Strengthening developing country delivery systemsnal demand forecasts

Price is not the only demand-side problem. An irtgoatr problem that AMCs daoot
directly address is that demand for vaccines iretiging countries is not as reliable as
in developed countries, and historically demandreges “have been quite inaccurate.
This contributes to industry’s unwillingness to @st’ (Tremonti 2005b, p. 20).
Important contributors to this demand problem adequacies in developing-country
planning and delivery systems (Tremonti 2005ay)p. i

Under an AMC, donors do not pay suppliers for vaesiunless developing countries
demand them. This provision potentially is a dowdddged sword for vaccine
developers, since problems in developing counttively systems may keep effective
demand low. Thus proponents of AMCs stress thastheme must be accompanied by
continued efforts to improve demand forecastingnping and delivery systems in the
developing countries that are expected to ordemthilany of these activities are
already carried out through GAVI to help the uptaifeother vaccines and could be
leveraged for AMC-supported vaccines.

Public funding of basic research

AMCs cannot replace traditional public funding adsic research on diseases. Such
public funding is considered to be an essential pmment of basic research even for
vaccines aimed at developed-country markets, whee subsequently leveraged by
private research. What has been missing along théupt development pipeline for
developing-country vaccines is a similar level af/gte investment to complement the
public research in this area. What AMCs could dgrgvide the “pull” for private
companies to build on the existing public investtmaendering the latter more
productive in the long run because it may lead toavend products.
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Product Development Partnerships

Public-private partnerships to develop neglectesbases (sometimes called Product
Development Partnerships or PDPs) cover differemtspof the product development
pipeline, but tend to focus on the latter partst thee mainly covered by private
companies in the case of developed-country vaccidesever, there is always a risk
that a particular funded partnership will not progwsuccessful results. In contrast, an
AMC is not a bet on a particular consortium butogéeptial enticement for a wide range
of players, including PDPs.

International Finance Facility

Another financing innovation for neglected diseasdbe International Finance Facility
for Immunisation (IFFIm). Donor grants to IFFIm prde an asset base on which
AAA-rated bonds are issued in the capital markéte IFFIm, launched in 2006 and
currently financed by the governments of the UKariee, Italy, Sweden, Spain and
Norway, is expected to make an additional US$4adbillavailable to GAVI over the
next 10 years. The IFFIm provides a new sourceuaflihg that can be used for a
number of different purposes. However, since IFBIpirpose is to frontload funding
for near-term disbursements, and AMCs will gengrl#ickload disbursements, AMCs
may not be an effective use of IFFIm funds.

IFFIm should help make donor funding more reliablgt, it may not address the “time-
inconsistency” problem: As an editorial by GordoroBn and Bill Gates inadvertently
points out, the increased predictability of theding is to be used as a bargaining chip,
“allow[ing] for the negotiation of cheaper priceorfthese lifesaving drugs”
(Independent 7/9/2006).

Summary

In general, AMCs could be seen as a substituteéARCs, guaranteed patent-buyouts
and even certain vaccine purchase funds (but m&ettior vaccines that already have
been developed), while they should be seen as gleamnt to PDPs, Iffim, public
funding of basic research, and strengthening otld@ing country delivery channels.
Continued funding of the latter group of aid chdana parallel with an AMC may
enhance the effectiveness of both. Special notioald be paid to continued funding of
primary research, strengthened delivery systems ianloved demand forecasting,
since these are even likely to be crucial for an@&#/eventual success.

2.3 Possible effects of AMCs on other aid channels

Possible effects of AMCs on other channels, pderuProduct Development
Partnerships. (Mulige effekter av AMCs pa andre étan spesielt produkt-
relaterte offentlig- private samarbeidsprosjektePrdduct Development
Partnerships — PDP))

Many stakeholders have welcomed the AMC initiattas long as it was clear that
resources for AMCs would not be at the expenseutcent commitments to research
support and other programmes” (Dfid 2006, p.2). Bwarce even reported a
“backlash” against AMCs by persons who “wanted ¢éfedd the importance of ‘push’
funding by governments and PPPs, and call attertbothe potential crowding out
problems if massive funding went into APC/AMC prepts” (Love 2006).
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Proponents of AMCs usually are careful to stresg &MCs compliment and do not
substitute for other measures. Some also pointlaitthere is “no direct budgetary
pressure to reduce other spending when a commitimanade”, since it is only after
the vaccine is developed and demanded that donass pay (Levine et al 2005, p. 67).
On the other hand, according to the first two firiag methods (see section 4.1), donors
contribute money up front or over time to the AM@hd, thus possibly requiring an
equivalent amount of money to be cut elsewherberbudget.

Even if no money must be spent until the vaccindegeloped and demanded, there
may well be pressures or temptations for donosutdack on other forms of aid if it is

felt that such channels are essentially duplicatetger than enhancing AMC work.

However, it is difficult to see this representingsignificant threat to other vaccine-

related funding until one or more successful pAdtCs have taken place and we know
more about what AMCs really can and cannot do.niyi @ase, there would seem little

reason to forecast cutbacks aimed directly at deseanot covered by the two pilot

AMCs.

In the case of the pilot for a pneumococcal vacamest of the work remaining to be

done is not the sort normally funded by aid butpbyate companies, i.e., there is no
real threat to public funding for research on aymnecoccal vaccine because the
product pipeline is well beyond that phase. Fundiag strengthened developing

country delivery systems should not be under maddifional) threat due to AMCs

either, since such efforts must continue for theakgp of all vaccines, even those that
already have been developed.

In theory, the threat to Malaria funding could lreajer, since development of a Malaria
vaccine is not yet as advanced as it is for a poeootal vaccine. Donors thus may
need to be more wary about cutbacks to other naatatated funding, including for
other methods of fighting the disease, e.g., treatrand prevention.

In general, as future AMCs tackle diseases for Wwhéc vaccine is further from

development, changes to other types of fundingdcda@ more likely. However, this

may not always mean cuts. For example, “fundeneséarch could explicitly take the
existence of an AMC into consideration when nedotgaupfront support or milestone
payments” (Levine et al 2005, p. 7). Donors coukband up concentrating public
funding on diseases covered by AMCs in order toaané the synergies between
AMC’s and other aid channels. This could mean egttid to channels that did not
contribute such synergies or were focussed on skseaot (yet) covered by an AMC.
Similarly, the private sector may be drawn awaynfravork on developing-country

diseases for which there was no AMC. However, theseld not necessarily be

negative developments if they served to reinfom@dinated policy priorities.

AMCs and PDPs

A few observers have expressed concern that AMGklqmse a threat to PDPs, since
at least pilot AMCs will “focus on the plans of tR®DP, which is to take a product to
licensure” (Dfid 2006, p. 6). However, most PDPgiwed with the diseases relevant to
the proposed pilot AMCs appear to view AMCs as aitpe development, e.g., see
joint media advisory issued by PneumoADIP and thaelddla Vaccine Initiative
(PneumoADIP & MVI 2006).

According to a representative of MVI we spoke tmstmPDPs that MVI has worked
with view AMCs as a good thing. The main potentiabative seems to be the general
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risk that AMCs could lead short-sighted donors tmidish funding to all “push”
activities, which could include PDPs. However, Mafpparently does not see PDPs
fundamentally at more risk than other channelis tegard, and the representative we
talked to even questions whether such risk is gabstantial. He points out that similar
fears were raised about the creation of GAVI legdim cuts in bilateral funding for
immunisation, which he says did not happen. Hesttat an AMC potentially could
even help relevant PDPs attract additional fundsiggce the creation of an AMC is
likely to send a signal to the market that work aparticular disease has become a
priority. In theory at least, it should be possitdecombine the “push” funding of PDPs
with the “pull” funding of AMCs as a way to furthenhance the effectiveness of both.
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3  AMC design issues

3.1 Ensuring that AMCs focus on the “right” vaccines

How to ensure that one aims for the “right” medies with respect to
developing countries’ needs? (Hvordan sikre segnah gar for de "riktige”
preparatene ift u-lands behov?)

This section reviews institutional arrangementst ttmay help AMCs focus on the
“right” diseases and choose the “right” vaccinesléal with those diseases in terms of
developing-country needs. While it focuses on ayeaments being developed for the
pilot AMCs, it is assumed that future AMCs will falv similar procedures.

The original set of disease candidates for a pAIC came from a paper by Italian
Minister of Finance and Economy, Giulio Tremontihavwas assigned the task of
identifying such candidates by the G8 (TremontiZ§)0The Tremonti paper notes that
factors determining which diseases might most &ffely be supported by an AMC
notably include “a) the seriousness of the diseadbe poorest developing countries
(mortality), b) the potential effectiveness of acei@ae versus other existing
interventions, and c) the potential value of an AkCnotivate the appropriate industry
actions given the scientific and market risks”. éiing to this paper, diseases that may
particularly benefit from an AMC include rotavirusheumococcal pneumonia, HPV,
malaria, tuberculosis and HIV/AIDS (Tremonti 200%ip. 15-16). The authors of the
Tremonti paper reportedly based their selectiommalysis performed by WHO, World
Bank and GAVI. The resulting list of candidatessimilar to that provided in the
influential 2005 paper by the Centre for Global Blepment (Levine et al 2005). There
does not appear to have been any major criticisthefcandidate diseases that were
listed in the Tremonti report.

The next step was to create an Independent Expenin@itee to provide “an evidence
based recommendation to governments on the vasginggst suitable for the AMC
pilot”. The Expert Committee reviewed the six calades identified in the Tremonti
report to find the candidate most likely to “progid measurable and timely indication
of AMCs’ impact on industry decisions”. Members thie Expert Committee were
“experts without conflict of interest [...] in theems of public health, epidemiology,
industry economics, vaccine development and lalwgsen “based on suggestions from
numerous bodies including governments, UN agenpwslic-private partnerships and
foundations” (WB & GAVI. 9/2006, p. 3). The work tiie Expert Committee led to a
recommendation that the first pilot AMC should loe pneumococcal disease, and the
second for malaria. A pneumococcal vaccine has baked by some experts the “low
hanging fruit of pandemic preparedness” (WB & GAM¥2006, pp. 2-3).

An Advisory Group was consulted “throughout the@epment of the pilot proposal to
advise on key aspects of design”. This includedingtdata for the Expert Committee
papers on candidate diseases. The Advisory Group mede up of “health policy
makers, public health experts, researchers, indastd biotech leaders, immunization
managers, developing country experts, the partiprsti the six diseases of focus, and
international organisations” (Rome 2006d).
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In order to help ensure that AMCs encourage andoappthe “right” vaccines for the
selected diseases, an Independent Assessment GemifiAC) will be formed. The
IAC will be comprised of 7-10 members “with no \&tinterest in the specific
products under consideration” (WB & GAVI 9/2006,8). GAVI and World Bank “in

consultation with stakeholders, will be responsiiole outlining and implementing the
process to identify the IAC members” (WB & GAVI 2006, p. 11).

The IAC will oversee the establishment of the Tamgeduct Profiles (TPPs) against
which candidates for AMC funding will be judged. pnactice, the IAC is expected to
ask WHO to form an expert group to draft the TRRB (& GAVI 9/2006, p. 8). Once a
candidate vaccine has been developed, it will §osthrough an established WHO pre-
qualification process to assess its eligibilityrexeive AMC funding (WB & GAVI
10/2006, p. 39-44). Apart from use of TPPs, thixpss is expected to be similar to that
of any vaccine distributed by GAVI.

A Donor Committee is to be formed to “facilitaterdw engagement [...] refine and
agree on procedures, responsibilities and reviewhardsms” (London 2006b, WB &
GAVI 10/2006, p. 39). Since different donors mayéalifferent disease priorities, a
potential advantage of having an institution sushG&VI serve as AMC secretariat
may be that it can put into a clearer immunisagiohcy context the possible conflicting
priorities of different donors (Dfid 2006, p. 8).

3.2 Ensuring “correct” pricing within AMCs

How to ensure "correct pricing” of as-yet undeveémp medicines? (Hvordan
veere sikre pa "riktig prising” av enna ikke utvikle preparater?)

Three prices must be determined under an AMC: tlee per dose paid to developers,
the co-payment portion of that price paid by dep#lg countries, and the “tail” price at
which the developers must sell the vaccine to agey countries after the AMC has
been depleted. The latter two prices are to bermi@ted after the vaccine has been
developed, i.e., after most cost factors have bedemown (the second by the IAC and
the last apparently by the producer). This sedib@muses on the first price, which must
be determined in advance for as-yet undevelopednes

Both the overall size of the AMC fund and price dese will be important factors for
motivating firms. They will be chosen based on ‘thgks and challenges and desired
outcomes” (Tremonti 2005b, p. 15). In practice, tiverall size of the AMC will be
determined first. It will then be the job of the@Ao suggest the division of the AMC
into price per dose and consequently the numbdosés (p. 11).

At a minimum, the price per dose must be “less ti@nsocial value of preventing the
disease and better value for money than alternases for the funds” (Tremonti 2005b,
p. 14). After that, the price (like AMC size) mus set to achieve the AMC’s policy
goals, which may be somewhat different in the cdsifferent diseases, e.g., whether a
vaccine is in early or late stages of developmi&etnumber of potential products in the
pipeline, and the spacing of those products albagtpeline.

According to AMC planners, a higher price per daseexpected to accelerate
development of the most advanced vaccine in thelipg, but lead to a lower number
of doses supported by the AMC. This may allow i& to market to obtain the lion’s
share of AMC money, consequently leaving the AMGslable to support — or
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stimulate development of — second or third-genanatiaccines (Tremonti 2005b, p.
11).

The Tremonti report and others postulate that atquwice per dose may stimulate more
firms to compete for AMC funds if it is clear todopers that this will lead to a
longer-lived AMC and hence a greater chance of sdpg second and third-
generation producfsHowever, this would seem to depend crucially am gpacing of
potential products in the development pipeline. &wer, a price that is “too” low
obviously will not stimulate any potential developeAMC planners expect that firms
will carefully take AMC size and price per doseointonsideration when deciding
whether or not to compete for AMC funds.

In order to help learn more about price levelsljike stimulate the right response from
developers, the World Bank commissioned a condiiltgpplied Strategies, to develop
a model that “replicates the industry’s valuatioetnodology”. The model “highlighted
three areas of data that are critical to firmsehk responses to an AMC: demand
forecasts, status of development and probabiliesuccess/failure [including likely
rivals], and estimated cost of goods” (Tremonti 290p. 20). However, all of these
factors become more difficult to estimate the eatlat a vaccine is in the development
pipeline. For some later-stage vaccines, suchasetfor pneumococcus, cost of goods,
for example, might be based on existing productiosts for the developed-country
version of the vaccine.

There are thus risks involved in setting a priaeltaw and too high. However, the risks
in setting it too high (development of only one ciae) seem less serious than those of
setting it too low (development of no vaccine),tigatarly for a pilot. Among the “key
points” noted by panellists at the UK consultatineetings was that, “where the payoff
(in DALY terms) is great, it is better to err orethide of being too generous than being
too stingy” (Dfid 2006, p. 20).

From a practical point of view, erring on the hgidle may also help demonstrate more
quickly whether the AMC concept could ever be acess — which is ultimately the
goal of a pilot. If price per dose, along with caklAMC size, are clearly on the high
side and firms are still not motivated, this woblel a good indication that AMCs are
unlikely to ever succeed. On the other hand, ifghee used in the pilot is close to the
borderline of what could be expected to stimulate or more firms, it would be more
difficult to say whether failure was due to a towevl price or to something more
fundamental in the AMC concept.

The Tremonti report notes that, since industry qukcally re-evaluates its risks and
costs before making an investment at each stagwy @ale product pipeline, the AMC

may also need to periodically review AMC terms. Hewer, it cautions that, “once price
expectations have been set, they may be diffiaulthange,” e.g., because it may
interfere with developing country planning (Tremod®05b, p. 15). This would also

seem to argue for erring on the high side, at ligetbte case of the pilots.

In general, the earlier a product is in the devalept pipeline, the greater the cost
uncertainty faced by firms; consequently, the highe AMC price may need to be in

2 The Tremonti report notes that vaccine manufacsutieave consistently stated their preference foAMC that
encourages competition rather than a ‘winner (fosharket) takes all’ approach” (Tremonti 2005b1p).
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order to compensate companies for perceived risksch include not only cost of
goods, but demand risks and the risks of succe&silore. On the other hand, if pilot
AMCs are able to show convincingly that AMCs carrkyduture AMC prices may not
need to compensate for as many uncertainties.

3.3 Risks that AMCs will subsidise pharmaceutical giarg

The related risks of unintended official subsidisiof pharmaceutical giants
(Den tilhgrende risikoen for uheldig offentlig sigisring av farmasigiganter)

In general, it is difficult for smaller firms to g new products through the later,
relatively expensive phases of vaccine developmEmis, strictly speaking, the large
pharmaceutical firms are probably the ones mostlyjliko get direct AMC funds.
However, the existence of the AMC may stimulatevagtby smaller firms further up
the pipeline. For instance, the Tremonti reportesothat an AMC will “create
incentives for small firms to invest in new tectogies, in the hope of selling or
licensing their technology to larger companies thgit produce the vaccine” because
they will know that such products would have mankaue. And “developing country
firms are also likely to benefit from contracts f@anage or participate in large-scale
trials in developing countries (Tremonti 2005b, fp.8). The UK consultation paper
similarly notes that it “has been difficult for shhscale innovative biotechnology
companies to commit resources to the field of vaecesearch — the AMC may be able
to unlock the potential of this sector” (Dfid 2006, 5). Thus, “AMC money” may
trickle down to smaller firms before it is eventdisuted to the large ones.

For some later-stage vaccines, where large phautiegke firms may have already
developed vaccines but never took them to markeduse the additional costs did not
justify expected economic returns, an AMC could apdnotivating firms to take such
projects off the shelf. This in fact has been ohthe stated aims of the AMC concept.
Although this could be considered subsidising,réspmably would not be paying the
pharmaceutical giants for doing something that thieuld have otherwise done without
such subsidies. GAVI notes that it will monitor wiempanies are doing to address
diseases targeted by AMCs. To the extent that sasbs are known, this could help the
IAC limit the AMC price per dose to cover only tHevelopment costs needed to get an
existing vaccine off the shelf and through the llastdles to market, since previous
investments on research could be considered sustis.cdowever, it is unclear that
GAVI or others will have sufficient knowledge of @u cases at the time when the
AMC'’s overall size and price per dose are being set

As the AMC concept becomes more established and #\BI€ anticipated for other
diseases, there could be a risk that developeis garticularly giant pharmaceutical
firms) hold off on the final, more expensive phaséslevelopment for a vaccine that
they might otherwise have developed without subsidin order to minimise such
gaming activity, the expert vetting process for AbGay need to be able to assess such
cases and declare early and decisively whetheotoam AMC is likely to be developed
for particular diseases.

3.4 Risks that AMCs will support monopolisation

The risks for de facto support to monopolisation tbe international
pharmaceutical industry (Risikoen for de facto t&teti monopolisering i
internasjonal farmasgytisk industri)
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As noted above under Pricing (3.2), the intentisrtd design an AMC to be large
enough to sustain 2-3 firms in order to foster cetitipn (Rome 2006e). However,
there could be a tradeoff between acceleratingldpreent of the first vaccine through
a higher price and “fostering competition for thevelopment of superior second-
generation products (obtained, other things beimuggk through a lower price and a
longer-lived AMC)” (Tremonti 2005a, p. 11).

The strategy taken by a particular AMC would depenca number of factors, notably
including the number of products in the pipelineatthare relatively close to
development. However, the World Bank/Applied Styae valuation model shows that
“the greater the time gap between successive pteduc the pipeline, the more
challenging it is to find an AMC market size andcprscenario that could support 2-3
manufacturers” (Tremonti 2005b, p. 23). In suchesashe tradeoff seems to move to
one between monopoly supplier and no supplierlat al

Even if there ends up being a monopoly supplietgmay be factors that may mitigate
against monopoly pricing. Once a supplier accefiiederms of the AMC, it would be
subject to the price per dose determined by the AR after that to a “tail” price,
which, according to current plans, will be up te gupplier to determine and agree to in
advance. In theory, a supplier would not know & time it began receiving AMC
funds whether it would end up being a monopoly #eppf vaccines against a
particular disease. This could keep it from settimg post-AMC “tail” price too high.
On the other hand, since there appears to be robgion against lowering the “tail”
price later, a supplier receiving AMC funds may éan incentive to hedge its bets by
committing to a relatively high “tail” price at thmutset, knowing that it could cut this
price later if others entered the market. This rhayan argument for linking the “tail”
price to the co-payment, which is the portion & firice paid by developing countries
during the AMC. If the co-payment and “tail” priceere linked, a supplier would not
want to set the co-payment (and ultimately thel™tprice) so high that it risked
lowering developing-country demand and hence réadiphe per-dose subsidy. (The
current intent is to link the co-payment to theal*tprice, probably in a ratio.) There are
reportedly discussions about providing additionddssdies to help developing countries
afford the co-payment. Eventual design of such igigss should take into account the
need to avoid undermining incentives against mohyomacing.

3.5 What happens if AMC does not lead to a vaccine
being developed

What happens if there is no success in developimy "ardered”
vaccine/medicine? (Hva skjer dersom man ikke lykkxgkingen av "bestilte”
vaksiner/medisiner?)

A paper by GAVI, World Bank and WHO notes thatthalugh the TPP-setting process
relies on experts in the vaccines field, the TPRy still prove to be unattainable in
practice, particularly for difficult-to-predict dgrstage vaccines” (GAVI et al 2006, p.
7). In such cases, it is proposed that the IAC doubke a judgement on whether the
price should be increased and/or the TPP madesteagent. In order to help it make
such decisions, the IAC would call upon WHO to cam a group to consider changes
to the TPP and/or call upon the AMC secretariaegpmably the GAVI Board) to
convene a group to consider changes to price (R#3@6b and WB & GAVI 10/2006,
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p. 43). However, “donors, industry and other stakaérs” still need to agree on what
“significant events could trigger a reassessmemB (& GAVI 10/2006, p. 39).

It appears more likely that prices would be raisatther than TPPs lowered, since a
lowered TPP “could still be disruptive for manuiaers that had invested in research
and development to meet the original higher leWélerefore, modification of TPPs
should be a rare event” (GAVI et al 2006, p. 7).

The Tremonti report points out that donors havélélito lose” if a vaccine is not
developed, since commitments will not be disbu@@dmonti 2005b, p. 1). However,
this will depend on the financing method chosennolvidual donors. The cost would
be minimal for those governments that had chosénonget aside any funds but to pay
only when funds were required, i.e., after a vaediad been developed, approved and
demanded. For donors that had chosen to build eip tommitment over time, there
would be some opportunity costs, though these cheldoffset to some extent by
investing the funds — to the degree this becomssiple under bundling arrangements,
which have yet to be decided (see below).

As mentioned already, demand-side risks also irclugcertainties related to demand
forecasts and planning and distribution systems developing countries.
Complementary investments in these areas are ittelg to help lower the overall risk
of AMC failure and avoid necessary TPP and priegsrens.

According to the World Bank and GAVI, given the adeed stage of vaccine
development for pneumococcal disease, it is at feadikely that the TPP or AMC
prices set in the framework will need to be revisted the first pilot (WB & GAVI
10/2006, p. 42).

3.6 Proposed governing structure

An assessment of the proposed institutional meshemnifor a pneumococcus
AMC, including the relation to the GAVI Alliancaisstitutional mechanisms.
(En vurdering av foreslatte styringsmekanismerdioeumokokk AMC, inkludert
relasjon til GAVI-alliansens styringsmekanismer)

After consultations with various existing institutis, including the Bill & Melinda

Gates Foundation, the Global Fund, UNICEF and Wth@,Technical Working Group
for the pilot AMC decided to locate the AMC secrgtawithin GAVI and have the

World Bank administer the AMC'’s funds. Both orgaatisns appear well placed to
carry out their proposed functions, which seem &slmwith existing structures and
processes.

GAVI and the World Bank, in consultation with othetakeholders, are to first identify
members of an Independent Assessment Committee) (I[A@ IAC will rely on WHO
to create a group of technical experts to develdprget Product Profile (TPP) that will
be used as the terms of reference in judging whetheeventual candidate vaccine
meets the AMC criteria for funding. In practiceeté is likely to be one IAC with a
separate group of technical experts for each anditieventual disease-specific AMC.
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GAVI, acting as the AMC secretariat, plans to his® dedicated persons to provide
administrative and programme support to the FAC.

Once a candidate vaccine becomes available, thew#lGely on WHO to perform a
pre-qualification recommendation similar to procetuWHO already uses for other
vaccines distributed through GAVI. This includeviesv by the SAGE expert group
that advises the WHO Secretary General on immuarsassues (WB & GAVI
10/2006, p. 36). The main difference from ordin&@#VI procedures would be that
WHO would perform the review against the TPP. Th&GE would pass its
recommendation to the IAC, which would have fingpeoval.

Developing countries will apply for the AMC-suppedt vaccines through the
established GAVI process of national applicationsl aequests. After that, GAVI's
regular implementing partners, WHO and UNICEF, wd#liver the vaccines using
regular GAVI channels (WB & GAVI 10/2006, pp. 8-9).

GAVI will also be responsible for much of the complentary investments for
strengthening health systems and vaccine managementntry, as well as demand
forecasting (WB & GAVI 10/2006, p. 40). These ac#aties it currently carries out to
support the uptake of other vaccines, so can berdged in large part by AMC-
supported vaccines.

The AMC secretariat, housed by GAVI, will regulariport on progress toward AMC
objectives by tracking and reporting on “firms eged, level of investment, status of
product development and installed capacity, andhitgudemand”. And GAVI will
report on the public health impact of the AMC (Lond2006b). While GAVI and the
AMC secretariat would be in a good position to perf these monitoring roles, it may
be desirable to institute an additional, indepehdewnitoring and evaluation procedure
to avoid possible conflict of interest. Such a depgentary M&E role could be
performed, e.g., under the auspices of the Donaonr@ittee.

A Donor Committee is to be formed to “facilitaterdm engagement” and input during
the development stage of the AMC and to oversegrpss once the AMC has been
launched (London 2006b). However, it is not cleatrlyow the donor committee will fit
into the eventual governing structure. Major donateng with other key stakeholders,
presumably will also have influence on the AMC séariat via representation on the
GAVI Alliance Board.

The World Bank will be responsible for the finandianctions of the AMC, notably
bundling the commitments of the various donors iate financial instrument and
ensuring the AMC honours its required paymentsh@&ligh the bundling role will be
new for the World Bank, it is probably better plddban other public institutions to
perform the role of AMC funds administrator. As @resentation points out, the World

% While a good case could be made for GAVI hostingsequent vaccine-related AMCs, it would seem legisal

for a common GAVI-based secretariat to host noreivec AMCs. Moreover, it appears that so far rekdidittle

attention has been given to the institutional agesment or placement of the second pilot, expectdzbtfor malaria.
GAVI apparently expects it to be housed under #messecretariat as the pneumococcal AMC, i.e., wiBAVI. A

GAVI representative expected that a malaria AMC daugcessarily involve coordination with the GloBaind —
the main institution coordinating international af6 against malaria — but noted that there had bee real
discussions yet between GAVI and the Global Funttii;mregard.
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Bank is already “trustee and administrator for $8ioln in trust funds from donor
sources, has extensive fiduciary experience andictigpto manage multi-donor
guarantees and arrangements, manage and disbadse d8 required and to negotiate
and sign complex contracts” (Rome 2006a). Partimpaby the World Bank should
also help reassure potential vaccine developeratahe reliability of AMC funds, in
turn increasing the power of the AMC to motivateciae development.
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4 Financing issues

This chapter contains four sections: The firstees the three major timing options that
individual donors could use to fund their commitiseto an AMC. The second
examines the implications of Norwegian budgetagulations. The third looks at the
implications of each method for the scoring of €&l Development Assistance (ODA)
under the rules of the OECD Development Assistadommittee (DAC). The fourth
section reviews plans to “bundle” the commitmenrftsndividual donors into a single
financial instrument, and the fifth deals with teed for “start-up” funds.

4.1 Financing alternatives for individual donors

A pro-contra evaluation of the three financing atigives for AMCs. (En pro-
et-contra vurdering av de tre finansieringsalterinahe for AMCs.)

Most background papers on AMCs note that, in thettrgre are three main ways that
individual donors could contribute to an AMC:

* Full up-front payment by donor at the beginningre commitment period, with
the money held in some sort of trust fund unii iheeded;

* Up-front commitment to the full amount, with annwalnor payments timed to
build up the full amount by the time funds are etpd to be needed;

* Up-front commitment to the full amount, with dormayments taking place only
when actually required for compensation to develape

Different donors may have different preferencesghbeon different considerations. This
section looks at the main general advantages aatlelintages of these three different
financing methods. Since an important consideraorithe choice will be implications
for an individual donor’'s domestic authorisatiomdappropriation laws and procedures,
the following section reviews the implications betdifferent methods for Norway in
terms of Norwegian state economic regulations.

Canada is so far the only major donor that hasafigph its intention to pay the full
amount up front (option 1), while most other donaauld be expected to commit to
some variation of option 2. So far it appears thatUS appropriation system does not
lend itself to multi-year commitments.

4.1.1 Full front-loaded financing

Under this option the donor makes its entire commaiit available from the beginning,
l.e., at the point the AMC is established. This ldooot necessarily have to be done in
the form of cash, but could be accomplished viaodif promissory notes, letters of
credit “or other instruments that provide for theyment over a certain time span”
(Tremonti 2005a, p. 14). The money or other insenta presumably would be kept in
a trust fund until needed.

The main advantage of this option is likely to baxmmum credibility in terms of donor
commitment: Potential developers will be reassuceknow that the money is clearly
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available. However, if all commitments were bundieit a single financial instrument,
potential vaccine developers may look more closglyiow this single instrument is
secured rather than at how each individual comnmitmeithin it is structured.

Moreover, the perceived reliability of the World idawill probably go at least some
way in compensating for possible doubts about étability of specific governments’
pledges.

On the other hand, the greater the total amounasi provided up front by all donors,
the less it is likely to cost to bundle the pledgee a single financial instrument, since
the available cash could be used to provide inserdar the remainder. It therefore
would seem advantageous from the viewpoint of tMCAas a whole to have at least
some donors provide money up front in order to lyelprantee the amount to be paid
later by others.

This option would be the best alternative in thergwthat vaccine development occurs
earlier than expected, especially in the case Wftexstage vaccine, such as that for
pnuemoccocal disease. However, the second finaraptign (periodic build-up) and
even the third (payment when needed) could probdidyndle this eventuality
sufficiently as long as some sort of bridging fined had been arranged.

This option would have the greatest opportunityt,cesce the full amount of money
would be unavailable for other activities for thdl period of the AMC (although use of
smaller up-front contributions based on net presahte could minimise this in theory).
It would consequently also result in a large idésskt balance that would have to be
invested in order to partially offset the opportyrdosts.

4.1.2 Financing through periodic contributions

Under this option, a donor would commit to the futhount at the establishment of the
AMC and provide a stream of payments on an anmagkpwith the aim of reaching the
full commitment amount by the time vaccine develepiris expected.

This option lowers the potential problem of excessdle cash noted under the first
option. Opportunity costs are also smaller, anddccdne further minimised by “back
loading”, i.e., starting with smaller annual cobtriions and increasing them over time.

As noted above, eventual early vaccine developnoentd be handled through a
contingent facility for bridge financing. Moreoveexpected regular monitoring of
industry activity by the AMC secretariat could pige some advance warning if and
when additional funds may be needed, giving dorsar®ie opportunity to increase
annual contributions if required (WB & GAVI 10/2006. 36).

AMC planners note that this option is likely to th® most amenable to most donors’
budget and appropriation systems, following “wedtablished precedents for most
countries” of full authorisation followed by annuappropriations (WB & GAVI
10/2006, p. 51).

This option might also be most amenable to finagaiia a sales tax, e.g., the tax on
airline tickets originally proposed by France amavrbeing considered by a number of
other countries. To protect against the effectaroéventual downturn in the commerce
in question, e.g., air travel, annual flow estisatt?om this source (ideally

supplemented by a fixed amount from the regulamgktidcould be set conservatively,
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so that in practice the commitment may be fulfilestly under a normal tax collection
scenario.

4.1.3 Financing when disbursement is required

Under this option, the donor would commit to théirenamount up front, but disburse
money only when needed, i.e., when developers aic for actual vaccine sales. As
under the other options, however, the donor wotlt reeed to make small annual
payments to cover the operating costs of the AMC.

The main advantage of this option would be minitndgaof opportunity costs, i.e., the
money would not be standing idle and so be avalédl other development priorities.

Depending on how structured, it may not be veryifle in the case of earlier-than-
expected vaccine development. However, as notedeabmonitoring of industry
activity by the AMC secretariat could help provig@vance warning about when funds
may be needed.

AMC planners note that this option could be patéidy appropriate for early-stage

vaccines, for which the expected date of futurenpats is distant and hence relatively
uncertain (WB & GAVI 10/2006, p. 52). On the otlamnd, this option may provide the

least assurance to industry, while the need asseiraray be greatest for early-stage
vaccines, due to greater risks.

It is thought that this option may be difficult forany donors in practice because their
budgeting systems may not “lend themselves to ngakmedible and legally sound
financial commitments, contingent upon a futurerg¥esuch as the production of a
vaccine that meets particular requirements. Whiteegnments often undertake to buy
goods at some future date, “there is much lessepgest where the goods in question do
not yet exist and when the supplier is not defingdiB & GAVI 10/2006, p. 52).

4.2 Implications of Norwegian budgetary regulations

Article 6 in BevilgningsreglementetPecisions on commitments for future budgetary
years” (Vedtak om forpliktelser for framtidige budsjettanptes that the State (an
administration) can incur commitments to be hondlo@vered after the budgetary year
only if special consent (seerlig samtykke) has bgigan by Stortinget.The phrasing
suggests special procedures for such allowandes toade. In addition, if consent is to
be given, it will be so only for a given/specifigdar (for det enkelte budsjettar) and for
a certain amount. This seems to be an obstructonthfe third alternative, i.e., a
commitment to finance only when disbursement isessary, since it is not known
when vaccines are to be developed and/or demanded.

One complicating factor with AMCs is the condititiha clause, which states that
money committed and/or already paid out will notus®d in case vaccines are not
developed or demandeBevilgningsreglementetoes not give any clear answers as to
whether committed money could later be used foeroftdevelopment) purposes if not
used to purchase vaccines. ArticleBeyilgningsvedtgkdoes state that funds allocated
to a particular purposeufgiftsbevilgningay cannot be exceeded or used for purposes
other than they were intended for. That does naehediately exclude the possibility
that money set aside for a fund but left unusedlmamised for other (closely related)
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development issues, but this depends on how nafrevdefinition of the intended use
of allocated funds needs to be.

Article 3 concerns which expenses and revenuebubtiget should include. It states that
expenses and revenues should be included in thgebw¢hen they are to be paid in
cash. Therefore, money allocated to AMCs apparewily count as a budgetary
expense only when money is paid out to a fund artcahthe time of commitment (if
option 2 or 3 are used).

To conclude, in so far as all three financing alaives imply that funds will not be
paid out in the same budgetary year as that intwtiie commitment is made, special
consent fromStortinget apparently would be needed for each option. Ineofdr
Stortingetto give such consent, a specific amount and yaadisbursement must be
specified. In our opinion, this would favour cobtrtions upfront or periodically into a
fund (options 1 and 2). Such an arrangement beanitasty to the current setup for
funding from Norway to the International Developrhesssociation (IDA): the
government decides to pay money over periods tacaount in Norges Bank, from
which the IDA can draw the funds in accordance vath agreed schedule. (This
arrangement also required special consent ftontinget)

4.3 DAC ODA scoring

This section looks at the when donor support tcAMC can be counted as Official
Development Assistance (ODA) under the rules ofMCD Development Assistance
Committee (DAC). ECON consulted with the DAC orstlgsue.

In general, two conditions must be fulfilled in erdor donor support to count as ODA:

1. There must be an official expenditure.
2. There must be a cross-border flow in balance ofrngs terms.

Contributions into a fund, either fully front-loadi¢option 1) or periodic contributions
(option 2), would satisfy the first criterion. Evenomissory notes usually can count as
ODA at the time they are deposited, since the lgalari-payments accounting system is
accruals based, meaning that income is recorded wamed and not necessarily when
received.

However, pledges and guarantees are not scoredthey are paid. Thus the third
alternative of ‘financing when disbursement is tieegi, without any contributions to a
Fund in advance, will likely not meet the first vegment at the time the pledge is
made.

To conclude, the first twlnancing alternatives meet requirement one, whilancing
alternative three does not meet requirement one.

The second requirement for ODA scoring is moredift in terms of AMC because of
the conditionality clause, which effectively intrgmks an element of uncertainty
regarding whether or not the funds deposited utehgawill be used for development.
According to the OECD, the issue would be to deieemvhen there the flow of benefit
to developing countries occurs. Since there idyike be a safeguard clause to cover the
eventuality of no vaccines being purchased, oneaasetermine a flow at the point of
funding the AMC. Thus it appears no financing alégive will meet requirement two at
the time of commitment, providing there is suclaeguard clause for alternative use of

ECON Report on AMCs - External Version\AGS\25.0122707 29



- ECON -

funds.Due to the fungibility of funds (e.g., cuts coulchply be made elsewhere in the
budget), this is even likely to be true if the spfaerd clause noted generally that any
alternative use of the funds would also be for tmweent.

This information from DAC conflicts with the mor@gitive assumptions made in some
reports that may not have taken into account thpammt implications of the
conditionality clause.

From the discussion above it appears that theesartime that ODA scoring of
contributions that have already been made, e.@ ttost fund held by the World Bank,
is after a vaccine has been developed, approveddaménded. However, the OECD
representative to which we spoke believed that tlmma to cover the administrative
costs of the AMC could be counted as ODA, providimgt the AMC is intended solely
to benefit developing countries.

Although some reports have indicated that therelms@issions within the Development
Assistance Committee (DAC) on the application obrsg criteria in relation to
innovative financing mechanisms, DAC indicated thé was not the case.

4.4 Bundling the financial commitments

A brief evaluation of possibilities to "bundle” ctiibutions into one package
that is flexible enough to cover out-payments aadpay a return (Kort
vurdering av mulighetene for & "bundle” bidragerieen pakke som er fleksibel
nok til & dekke utbetalinger og forrente seg).

The main goal of the AMC is to encourage the pevstctor to invest in vaccines for
developing-country diseases by assuring privatestors that there is a viable market
for such vaccines. This goal would be undermingabiential developers had to assess
each donor’s pledge individually, including diffases in timing and underlying legal
foundations. On the other hand, it is importanthtove a financial structure that is
flexible enough to accommodate donors’ differemoatment preferences, including
their different legal and budgetary requirements.

The current proposal by the Technical Working Grosigo give the World Bank

responsibility for managing AMC funds. However, do reportedly still have yet to
officially ask the World Bank to take on this rolghich would have to be approved by
the Bank’s Board.

The “key role” of the World Bank as the AMC'’s finaal intermediary would be to “act
as the single contact point for industry by bunglliogether donor financing into a
single financial asset that provides clear, coheramd legally-binding financial
underpinnings to the legal obligations set out he Framework Agreement” of a
particular AMC (WB & GAVI 10/2006, p. 52). In fulfing this role, the World Bank
would hold donor commitments, manage and investidigassets, ensure timely
payments to suppliers, smooth timing mismatchesdx commitments and payments,
and mitigate related risk (London 2006b, Rome 20B®op 2006, WB & GAVI
10/2006, p. 49).

However, the precise details of the financing ageamnents “cannot be specified at this

point, since much will depend on the nature of dehaledges” (WB & GAVI 10/2006,
pp. 48, 53). Once the pledges have been made ritadpef detailed discussion between
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donors and the World Bank will be necessary tordefine arrangements”. Nevertheless,
“possible elements of a solution might includehad-party guarantee by a commercial
entity, e.g., a sort of re-insurance, and the disash from eventual up-front and annual
payments by some donors to help underwrite thes @ssociated with future payments
by the others (lbid).

In principle, if the World Bank were to provide thendling directly, it should be less
expensive than if a commercial provider were tosdpsince the World Bank is not a
for-profit institution. The use of a “commercial ag” for an AMC fund administered

by the World Bank is also being investigated. WHilere do not seem to be particular
difficulties with this solution, it would be therét time that the World Bank would

engage a commercial bank to provide such cover.ma@ reason for the additional

use of a commercial entity would be to add anottemgree of certainty for potential

developers.

Developers would be expected to take into accooatshare of funding and credit
standing of AMC donors in assessing payment ri€kssequently, a cushion amount
might need to be added to an AMC to cover that ebguediscount.

Given the different payment profiles of differenbrebr pledges, each commitment
probably will need to be converted into net-presatie (NPV) terms in order to
calculate actual donor shares in an AMC (WB & GAMNI/2006, p. 53). Since donors
ultimately will be responsible for “assuring crel@ibfunding, including the cost of
bundling” (WB & GAVI 10/2006, p. 8), it also may mcessary to come up with rules
for apportioning bundling charges according topieeceived risk profile of a particular
pledge. However, using NPV shares to do this waiidctively penalise donors that
provided a large portion of their pledge early. Gmaple way to apportion the costs of
covering risk and administration might be to prtersuch charges according to the face
value of each commitment. This would have the e¢ftdccharging higher insurance
rates to those donors that chose to make their patgater.

4.5 The need for start-up funds to get AMCs “up and
running”

The need to make public development funds avaitabdet the AMCs "up and
running”. (Behovet for offentlig medvirkning medtaindsmidler for a fa AMCs
"opp og Sta”)

The AMC pilot proposal prepared by the World Bankl &AVI notes that “the costs of
implementing the AMC are expected to be low, witA\VG and the World Bank
building on existing capacity and requiring relativ modest support” (WB & GAVI
9/20086, p. 7)

According to a representative of GAVI we spokestast-up costs for the pneumo AMC
are likely to be around US$2.5 million, which hdlsa “modest percentage” of the
estimated AMC size of US$1.5 billion. These starteosts would cover work to
develop the TPP, hold initial IAC meetings, struetthe finance, hire two new staff at
GAVI and cover the “significant” legal costs inveld in developing the agreement.

Although some of the costs, such as hiring of twdicated staff, might come initially
from the regular GAVI budget, GAVI expected thatndes would be asked to
contribute new money to cover the start-up fundswever, it was not clear whether
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this would be part of a coordinated appeal or as#p appeal by each of the relevant
organisations involved, i.e., GAVI and World Barlk.was also not clear when this

would happen, though GAVI noted that it could be~gbruary when countries would
be asked to make commitments to the longer-term Add€is.
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Annex 1: Terms of reference

Prosjektbeskrivelse

Prosjektet bestar av en hurtigutredning av sakAleance Market Commitments
(AMCs) for Vaccines, som foreslatt av ltalia, Stidnnia og Canada. Fglgende
problemstillinger vil veere sentrale:

« AMCs evne til & kompensere for "/markedssvikt” ifviling av nye
medisiner/vaksiner

» Behovet for offentlig medvirkning med bistandsmidier a f& AMCs "opp og sta”

» Hva man oppnar med AMCs som ikke oppnas ad andraésafor helsebistand

» Mulige effekter av AMCs pa andre kanaler, spegisdtlukt-relaterte offentlig-
private samarbeidsprosjekter (Product DevelopmarthBrships — PDP)

« Hvordan sikre seg at man gar for de "riktige” prepane ift u-lands behov?

» Hvordan veere sikre pa "riktig prising” av enna ikikeiklede preparater?

« Den tilhgrende risikoen for uheldig offentlig sudisring av farmasigiganter

» Risikoen for de facto stgtte til monopoliseringtarnasjonal farmasgytisk industri

* Hva skjer dersom malkke lykkes i utvikingen av "bestilte” vaksiner/medisi?

» En vurdering av foreslatte styringsmekanismeipfogumokoklAMC, inkludert
relasjon til GAVI-alliansens styringsmekanismer

Prosjektet skal dessuten munne ut i eno-et-contra vurdering av de tre
finansieringsalternativene for AMCs:

1. "up-front” innbetaling av hele summen

2. arlig innbetaling av et avtalt belgp fra ar 1

3. innbetaling farst ved implementering (f. eks innkpay levering av vaksine),
kanskje 10-12 ar fram i tid (faneumokokkidligere, kanskje allerede fra 2011-
2012)

Under antakelse om at deltakende givere vil velgeidia pa ulikt vis, kan man i
prosjektet med fordel ogsa kort vurdere mulighetfared "bundle” bidragene til en
pakke som er fleksibel nok til & dekke utbetalinggiforrente seg.

Samtlige opsjoner bes vurdert ift Statens gkonagteraent.
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