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Executive Summary

This report presents findings from IDinsight's midline evaluation of the AgResults
Foot-and-Mouth Disease (FMD) Vaccine Challenge Project. The project is an eight-year,
$17.34 million Pay-for-Results prize competition designed to incentivize private sector
development, registration, distribution, and uptake of high-quality FMD vaccines tailored for
Eastern Africa. The project uses a dual approach: a “pull” mechanism that provides
cost-share payments (subsidy) to manufacturers for approved vaccine sales, thereby
reducing the cost-per-dose for buyers; and a “push” mechanism involving technical
guidance and regulatory support to help manufacturers meet rigorous quality standards. By
combining financial incentives with targeted technical assistance, AgResults aims to
overcome market barriers and create a sustainable market for high-quality FMD vaccines in
the region. The project’s ambition was to speed up and reinforce manufacturers’' and
governments' existing plans to develop and introduce vaccines for Eastern Africa, rather
than serve as the exclusive catalyst for progress in the vaccine space.

Our midline evaluation of the project relies on a process tracing-inspired methodology and
20 qualitative interviews with vaccine manufacturers, government officials, technical
experts, and project implementers and donors, conducted between May and July 2025. The
goal of the midline is to assess early project progress and outcomes, especially how
incentives have influenced vaccine development, registration, and uptake, to inform
Steering Committee decisions for the next phase. Specifically, it was designed to explore
where the project stands at the beginning of the cost-share phase on the following
evaluation questions, out of the broader list of FMD project evaluation questions:

e 1a. Have manufacturers developed higher-quality FMD vaccines for Eastern Africa,
and if so, how did the project contribute?

e 1b. Have manufacturers successfully registered high-quality FMD vaccines in target
countries, and if so, how did the project contribute?

e 1c. Have there been investments in distribution infrastructure, and if so, how did the
project contribute?

e 1d. Have regulatory and policy environments changed to support the procurement of
high-quality FMD vaccines, and if so, how did the project contribute?

e 2b. In what ways did the project stimulate purchase of high-quality vaccines by the
authorities controlling vaccine purchase and distribution?

e 4da. Is there evidence that the effects of the project are sustainable after the
cost-share ends, and what factors contribute to this sustainability?

Project Progress and Outcomes at midline

Vaccine Development (1a) - The project has driven meaningful progress in the development
of high-quality, quadrivalent FMD vaccines for Eastern Africa. Of seven manufacturers
interviewed, five are aiming to develop or already produce qualifying quadrivalent vaccines,
and two products have been approved by the AgResults judging panel. The project's
primary influence has been through technical guidance, standards-setting, and regulatory
support (considered together as “push” mechanisms), with the cost-share (“pull”)
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mechanism playing a more limited role in driving new vaccine development.

Registration (1b) - Progress on vaccine registration is underway but remains limited. Two
manufacturers have registered approved vaccines in at least one target country. While the
East African Community Mutual Recognition Procedure (EAC-MRP) offers a potential
pathway for streamlined registration, this has yet to materialize widely; to date, two
manufacturers have successfully submitted via the EAC-MRP, but for one of them
registration is still pending. It should be noted that Ethiopia is not part of the EAC-MRP and
requires separate registration. Nevertheless, regulatory barriers and administrative
complexity continue to constrain broader registration.

Distribution (1c) - There have been improvements in vaccine distribution infrastructure in
several countries, such as drone delivery in Rwanda and expanded cold chain in Uganda,
and these have been government-led so far. However, there is little evidence that the project
has directly stimulated these new public investments nor significant private sector
engagement in distribution to date.

Regulatory and Policy Environment (1d) - No major regulatory or policy changes facilitating
public or private sector procurement have been directly attributed to the project. Most
procurement systems remain government-led, and policy discussions are largely driven by
national priorities. Nevertheless, GALVmed has laid the groundwork for policy and
private-public partnerships (PPP) engagement through advocacy, stakeholder engagement,
and collaboration with regional and international partners, helping to establish a basis for
future market liberalization.

Uptake (2b) - Government uptake of high-quality FMD vaccines is emerging but remains
limited at midline. Only one confirmed government purchase has occurred thus far, enabled
by the cost-share mechanism and technical requirements. However, further purchases are
planned in two other countries with the cost-share benefit expected to allow for increased
procurement.

Sustainability (4a) - The long-term sustainability of project gains remains uncertain. Some
respondents are optimistic about continued demand and supply after the cost-share ends,
especially where government commitment is strong, but others express concerns about
price sustainability and market dynamics without ongoing incentives. Sustaining progress
may also depend on stable political priorities: strong political will can help maintain or even
expand support for FMD control, possibly by public-private partnerships, while changes in
leadership or shifting government focus could reduce it in some countries.

A summary of progress against key outcome indicators at midline is presented in Table 1
below. This table indicates where the AgResults FMD project has already achieved its
objectives, where progress is likely or too early to assess, and which objectives are unlikely
to be achieved based on current evidence.



wBrsuig

Table 1. Status of outcome indicators at midline

Outcome indicator
Multiple manufacturers are aiming to develop or already producing a
regionally relevant, high-quality quadrivalent FMD vaccine that meets the
AgResults TPP requirements and is approved by the AgResults judging
panel (O1a.i)

Respondents indicate that the project's “pull” and/or “push” mechanisms
contributed to their decision to develop a high-quality quadrivalent FMD
vaccine for the Eastern Africa region (O1a.ii)

Multiple manufacturers have registered their new quadrivalent FMD
vaccine in at least two of the target countries (O1b.i)

Respondents indicate that the project's “pull” and/or “push” mechanisms
contributed to their decision to register a high-quality quadrivalent FMD
vaccine in at least two of the target countries (O1b.ii)

There is new distribution infrastructure (e.g. sales agent networks, cold
chain, warehouses) in at least two of the target countries (O1c.i)

Respondents indicate that the project's “pull” and/or “push” mechanisms
contributed to distribution improvements (O1c.ii)

At least one regulatory or policy change has been enacted in target
countries to facilitate public and private procurement of high-quality FMD
vaccines (01d.i)

Respondents indicate that the project's “pull” and/or “push” mechanisms
contributed to their decision to facilitate private sector procurement
(O1d.ii)

Multiple governments place one large order for high-quality FMD vaccines
or multiple small orders (02b.i)

Status
Already met

Too early to tell

Already met

Already met
Too early to tell

Unlikely to be met

Too early to tell

The project's "“pull” and/or "push” mechanisms have directly influenced
government procurement of high-quality FMD vaccines (02b.ii)

Respondents report that demand for high-quality FMD vaccines will be
sustained or continue to grow after the cost-share ends (O4a.i)

Respondents report that manufacturers will continue to supply high-quality
FMD vaccines in the absence of cost-share incentives (O4a.ii)

Recommendations

To further advance the development, registration, distribution, and
FMD vaccines, several recommendations have emerged:

Too early to tell

Too early to tell

uptake of high-quality

Recommendations to maximize the impact of the AgResults FMD Vaccine project

1. Continue and consider building greater flexibility into project timelines and
cost-share phases: Regularly review the cost-share timeline and dose allocations
within the current project period. Where feasible, adapt the duration and structure of
sales periods, such as extending early sales periods, reallocating unused funds or
doses, or raising the cost-share percentage if uptake is low, to maximize use of

project incentives.

2. Further incentivize end-user education on vaccine quality and value, even as
some buyers already place value on vaccine quality: Prioritize targeted outreach to
build understanding and sustained demand for high-quality vaccines as the incentive

is phased out.
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3.

Intensify support to regulatory reform for private sector participation during the
cost-share phase: Continue engaging with governments to encourage gradual
reforms to enable private sector procurement and distribution, diversifying demand
and improving market resilience.

Draw on AgResults donors’ in-country presence to support regulatory
harmonization and government engagement: Leverage donors' in-country teams to
share local insights, coordinate closely with the Project Manager, and engage
directly with national regulatory authorities, helping to resolve regulatory bottlenecks
and strengthen engagement.

Lessons learned for future multi-country PfR projects

In addition to the above suggestions to double-down on key elements during the cost-share
phase, we list below factors that have been critical in the success of the FMD project so
far and that are important lessons to consider for future programming:

Be aware of political economy barriers and foster dialogue to address them:
Proactively convening and encouraging dialogue at both technical and political levels
can build mutual understanding, help identify opportunities for action, and lay the
groundwork for market entry and eventual policy reform.

Design cost-share mechanisms that are responsive to country needs and
procurement realities: Consider flexible cost-share structures that reflect
country-specific needs, budgets, and procurement realities, rather than a
one-size-fits-all approach, to maximize effectiveness in multi-country projects. For
example, a lower cost-share percentage with more doses allocated might have been
more effective in some countries, while higher percentages could help others with
budget constraints.

Embed technical support as a formal and proactive component of project design:
Future PfR projects should plan for technical assistance from the beginning of the
project to guide competitors through complex requirements and ensure consistent
quality, reducing dropout and supporting project success.

Combine PfR approach with support: Recognize that PfR mechanisms alone may
risk market distortions; always complement them with technical assistance, capacity
building, and clear quality standards and other “push” on the regulatory side; robust
technical support and monitor for unintended effects are essential.
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1.

1.1.

Introduction

Project overview

AgResults is a $152 million initiative designed to address market failures in agricultural
systems by leveraging Pay-for-Results (PfR) prize competitions. These competitions
incentivize the private sector to invest in high-impact agricultural innovations, with the
overarching goals of reducing food insecurity, improving household nutrition and health, and
increasing livestock productivity. The initiative operates on the theory that, with the right
incentives, the private sector will develop and scale new technologies that benefit
smallholder farmers. This involves identifying new technologies, overcoming market
barriers, achieving wide-scale adoption, and creating sustainable markets.

The AgResults Foot-and-Mouth Disease (FMD) Vaccine Challenge Project ("AgResults FMD
project”) is an eight-year, $17.34 million prize competition aimed at improving animal health
and farmers livelihoods in Eastern Africa by incentivizing the development and uptake of
high-quality vaccines tailored to the regional needs, and thus creating a market for these
high-quality vaccines. It does so by reducing the cost-per-dose for buyers through a
cost-share mechanism provided to vaccine manufacturers which have received vaccine
approval from the AgResults judging panel and have registered in two of the target
countries,’ thereby enabling more consistent purchases by both public and private sector
entities. While the project provides both financial and technical incentives, its primary aim is
to accelerate and support progress toward the development and uptake of high-quality FMD
vaccines, rather than to be the sole driver of new investments.?

The AgResults FMD project is divided into two phases:

e Development Phase: During this phase, vaccine manufacturers (“competitors”)
develop FMD vaccines that meet the Target Product Profile (TPP) specified by
AgResults.®> Competitors must then register the vaccine in at least two of the six
target countries: Burundi, Ethiopia, Kenya, Rwanda, Tanzania, and Uganda.

e Cost-Share Phase: This phase begins once a competitor completes the
Development Phase requirements.* AgResults implements a cost-share mechanism
to support the distribution and adoption of high-quality FMD vaccines. This
mechanism pays back a portion of the vaccine's selling price to the manufacturers,
up to USD$2 per dose sold to public and private sector buyers.® The cost-share is

" Target countries are Burundi, Ethiopia, Kenya, Rwanda, Tanzania, and Uganda.

2 The positioning of AgResults as market maker or market accelerator at inception was particularly unclear according to
key informants we have discussed and has evolved over time, but it is now clear from discussions with manufacturers
that AgResults contributed to accelerate their development plans.

8 The Target Product Profile (TPP) requires the vaccine to be quadrivalent, matching over 70% of circulating Eastern
African Foot-and-Mouth Disease Virus (FMDV) serotypes (O, A, SAT1, SAT2), and to be tested at an AgResults-approved
laboratory, including the World Reference Laboratory for FMD (WRL-FMD) at the Pirbright Institute. The Approved
Laboratories are available on the Global Alliance for Livestock Veterinary Medicines (GALVmed) website on the
“"Competitor Resources” page.

4 A requirement for an order size of at least 150,000 doses was also included in the initial design and was removed in
October 2022.

5 If the vaccine has a selling price above USD$2 per dose, the cost-share covers only the first USD$2, and the buyer is
theoretically responsible for paying the full difference above that amount. For example, if the vaccine costs USD$3, the
buyer pays a share of the first USD$2 depending on the cost-share percentage in each sales period) plus the entire extra
USD$1.


https://www.galvmed.org/foot-and-mouth-project/resources-potential-competitors/
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structured over three sales periods, gradually decreasing the subsidy to encourage
market sustainability.® Vaccine doses eligible for cost-share are allocated to
countries where the vaccine is registered, with additional doses available through a
Regional Pool. The initiative aims to gradually increase the market size by raising the
annual regional cost-share volume to five million doses by the end of the project.

The project recently entered the Cost-Share Phase on October 1, 2024, when one of the
competitors, Biopharma, successfully developed an FMD vaccine that met the TPP
AgResults requirements and registered their vaccine in at least two of the target countries
(Rwanda and Uganda).” It is now implementing its first cost-share year.

In the AgResults FMD project, the cost-share pay-for-results mechanism acts as a “pull”
mechanism while the technical assistance, the establishment of clear quality standards,
support for regulatory navigation, and building awareness activities by the Global Alliance
for Livestock Veterinary Medicines (GALVmed; the PM) play as a “push” and other factors
for manufacturers and governments to engage with the competition. In this midline
evaluation, we attempt to distinguish the effects of the “pull” and “push” mechanisms and,
where possible, draw separate learnings for each. However, because these mechanisms are
often closely intertwined within the AgResults FMD project design, for some evaluation
questions we present findings for the AgResults FMD project as a whole.

The execution of all project components was divided between partners as described in the
table in Appendix 1.

1.2. Theory of Change

The Theory of Change (ToC) illustrates the factors and causal linkages that contribute to
achieving the project's long-term goals. Specifically, the ToC maps out the project's
expected pathways to impact, with causal logic flowing from one box (or “node") to another.

The ToC for the AgResults FMD project depicted in Figure 1 outlines the project's strategy to
reduce the prevalence of FMD in Eastern Africa, thereby improving animal health and farmer
livelihoods (node 15). This strategy is pursued through three primary pathways, each
beginning from a key node and contributing to the ultimate goal. The midline evaluation
focuses on nodes 1through 7 of the ToC (outlined in the red box below).

5 In the first year of this phase, AgResults will cover a substantial portion (75%) of the sale cost to encourage buyer
participation. This support will decrease by 10 percentage points each subsequent year to help buyers adjust to potential
price changes after the cost-share period ends.

7 Biopharma is also selling vaccines for Burundi. Given that Burundi is part of the East African Community Mutual
Recognition Procedure (EAC-MRP) but lacks its own national regulatory authority, the sale of FMD vaccines in Burundi is
permitted if the vaccine is registered through the EAC-MRP in other member countries. Since Biopharma achieved
registration via the EAC-MRP, their vaccine is eligible for sale in Burundi under this arrangement.
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Figure 1: AgResults FMD project Theory of Change®
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The first pathway begins with the announcement of the project, which signals a price
support that is expected to result in increased quantity demanded (node 1), and prompts
manufacturers to develop high-quality FMD vaccines tailored for Eastern Africa in order to
take advantage of the expanded market (node 2). By employing a cost-share approach, the
project reduces the cost-per-dose for buyers (node 3), thereby increasing the overall
quantity of high-quality vaccine demanded in the market (node 4). This increased demand
is expected to lead manufacturers to reduce sales prices even further (node 5), buyers to
invest in improving distribution channels (node 6), and manufacturers to invest in the
Eastern Africa market for the long-term (node 7). This will all result in lasting access to
tailored, high-quality vaccines (node 8), which, together with vaccine distribution
improvement, ultimately drive down FMD prevalence and improve farmer livelihoods (node
15).

The second pathway focuses on stimulating private sector involvement through the
earmarking of vaccines for private sector purchase (node 11). By allocating a portion of
cost-share funds specifically for private sector buyers,® the project aims to increase the
volume of vaccine purchases by the private sector and encourage private entities to
participate in vaccine distribution.

The third pathway involves encouraging the liberalization of vaccine markets through direct
efforts by AgResults donors and other key stakeholders (node 12). These efforts aim to
create a supportive environment for private sector engagement. Both pathways converge as
target country governments liberalize their animal vaccine markets (node 13), enabling
private sector procurement and distribution. This liberalization aims to increase the volume
of vaccine purchases (node 4) and foster a supportive regulatory environment by facilitating
the registration and distribution of vaccines (node 14). As a result, manufacturers will gain
confidence in the market's sustainability and invest in the Eastern Africa market for the

8 This Theory of Change diagram was created by the AgResults Secretariat and slightly modified by IDinsight.
9 Note that the Regional Pool has been opened to public sector purchase too.
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long-term (node 7). The increased accessibility of tailored, high-quality vaccines (node 8)
encourages and facilitates further improvements in the vaccine distribution network, as
donors support improvements in distribution infrastructure (node 9). Additionally, donors
and buyers will collaborate to strategically target vaccine distribution to areas where it can
most effectively combat FMD (node 10). These efforts collectively are theorized to lead to
improved animal health and farmer livelihoods (node 15), creating a positive feedback loop
that further stimulates vaccine purchases and reinforces the market's growth and
sustainability.

Each of these pathways is designed to address specific challenges and leverage
opportunities within the FMD vaccine market, ultimately contributing to the project's
overarching goal of improving animal health and farmer livelihoods in Eastern Africa. So far,
the PM efforts have focused on the first pathway described above.

1.3. Report overview

As the external evaluator for the AgResults FMD project, IDinsight conducted a midline
Process Tracing (PT)-inspired evaluation to assess the progress made during the
Development Phase and the start of the Cost-Share Phase. This report investigates the
extent to which the competition has advanced towards achieving those goals (or not) and
offers insights into how to improve competition implementation moving forward.

The next section describes the Methodology we are using to approach this matter, and
outlines our evaluation questions. These evaluation questions are based on the overarching
evaluation framework established by the AgResults Steering Committee. Each sub-section
in the following Findings section addresses a specific evaluation question, providing
evidence and analysis to assess the progress of the project to achieving its impact goals.
These findings provide an understanding of the project's current status and help inform
strategic decisions for the remaining phase of the project. Our Conclusion fleshes out
recommendations for this project and emerging recommendations for the AgResults
catalytic ambitions.

2. Methodology

2.1. Methodology overview

Our evaluation methodology is detailed in the Evaluation Design Document published in
January 2021. This evaluation aimed to examine the validity of the assumptions embedded
within the project’s Theory of Change (ToC) presented above. It is also guided by a set of
overarching evaluation questions (EQ) developed in alignment with the AgResults Evaluator
Questions Framework. To explore the underlying factors of each EQ, IDinsight formulated
specific sub-questions tailored to the context of the FMD project. Each specific EQ is
associated with one or several outcome indicators to demonstrate pre-post changes in the
FMD vaccine market, which is essential for the PT-inspired approach detailed below.



https://agresults.org/wp-content/uploads/2024/02/FMD-Evaluation-Design-Document_2021.01.18.pdf
https://agresults.org/evaluation/
https://agresults.org/evaluation/
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Table 2: FMD project evaluation questions

AgResults EQ Framework
1. What is the impact of the
FMD project on private sector
involvement in the
development, registration and
distribution of high-quality
FMD vaccines tailored to
Eastern Africa?

Specific EQ for FMD project
1a. Have manufacturers developed
higher-quality FMD vaccines in Eastern
Africa, and if so, how did the project
contribute?

13

Outcome indicators

e O1a.i Multiple manufacturers are developing or producing a
regionally relevant, high-quality quadrivalent FMD vaccine that
meets the AgResults TPP requirements and is approved by the
AgResults judging panel

e Ofa.ii Respondents indicate that the project’s “pull” and/or “push”
mechanisms contributed to their decision to develop a high-quality
quadrivalent FMD vaccine for the Eastern Africa region

1b. Have manufacturers successfully
registered high-quality FMD vaccines in
target countries, and if so, how did the
project contribute?

e O1b.i Multiple manufacturers have registered their new quadrivalent
FMD vaccine in at least two of the target countries

e O1b.ii Respondents indicate that the project’s “pull” and/or “push”
mechanisms contributed to their decision to register a high-quality
quadrivalent FMD vaccine in at least two of the target countries

1c. Have there been investments in
improving distribution channels, and if
so, how did the project contribute?

e Olc.i There is new distribution infrastructure (e.g. sales agent
networks, cold chain, warehouses) in at least two of the target
countries

e Olc.ii Respondents indicate that the project’s “pull” and/or “push”
mechanisms contributed to distribution improvements

1d. Have regulatory and policy
environments changed to support the
procurement of high-quality FMD
vaccines, and if so, how did the project
contribute?

e 0O1d.i At least one regulatory or policy change has been enacted in
target countries to facilitate public and private procurement of
high-quality FMD vaccines

e 01d.ii Respondents indicate that the project’s “pull” and/or “push”
mechanisms contributed to their decision to facilitate private sector
procurement

2. What is the impact of the
FMD project on government
and smallholder farmers'’

2a. Have smallholder farmers been able
to directly purchase high-quality FMD
vaccines, and if so, how did the project

Not part of this midline evaluation
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AgResults EQ Framework
uptake of high-quality FMD
vaccines?

Specific EQ for FMD project
contribute to this change?®

14

Outcome indicators

2b. In what ways did the project
stimulate purchase of high-quality
vaccines by the authorities controlling
vaccine purchase and distribution?

e O2b.i Multiple governments place one large order for high-quality
FMD vaccines or multiple small orders™

e 0O2b.ii The project's “pull” and/or “push” mechanisms have directly
influenced government procurement of high-quality FMD vaccines

3. What is the impact of the
FMD project on smallholder
farmers' incomes?

We exclude this EQ from the qualitative
Process Tracing-inspired evaluation as
the competition will be primarily
affecting market level outcomes.
However, we are planning data collection
with smallholder farmers in 2028 and will
be investigating vaccine uptake as well
as potential income effect if possible.

Not part of this midline evaluation

4. What evidence exists that the
FMD project is scalable and
that its effects will be
sustainable in the medium to
long term?

4a. Is there evidence that the effects of
the project are sustainable after the
cost-share ends, and what factors
contribute to this sustainability?

e Oda.i Respondents report that demand for high-quality FMD
vaccines will be sustained or continue to grow after the cost-share
ends

e Oda.ii Respondents report that manufacturers will continue to supply
high-quality FMD vaccines in the absence of cost-share incentives

5. What is the impact of the
FMD project on poor
customers’' demand for
derivative food products?

We exclude this EQ from the evaluation
because the competition does not target
derivative food products.

N/A

6. What is the evidence on the

6. What is the cost-effectiveness of the

Not part of this midline evaluation

® This evaluation question will be addressed in detail at endline, as there is currently insufficient information to assess smallholder farmers' direct access to or purchase of high-quality
FMD vaccines. At midline, our analysis focuses on regulatory and policy changes (see EQ1d) that may enable future private sector uptake. Direct evidence of private sector or farmer-level
purchases will be collected and analyzed through additional data collection, including farmer-level surveys, at endline.

" We consider “small orders” orders that are strictly below the original 150,000 doses threshold set by AgResults, which reflected the minimum number of doses required to ensure the
continuation of the project during the cost-share phase. This requirement was lifted in October 2022 due to the recognition that vaccine registration and development were taking longer
than anticipated, partly as a result of delays caused by the COVID-19 pandemic and an underestimation of the time needed for regulatory approval during the initial project design.
Removing this threshold enabled earlier activation of the cost-share phase, even for smaller initial orders, to maintain project momentum and support timely uptake of newly approved

vaccines.
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AgResults EQ Framework
cost-effectiveness of the FMD
project?

Specific EQ for FMD project
project?™

15

Outcome indicators

7. What lessons can be learned
about the best practices in the
design and implementation of
the FMD project?

7. What lessons can be learned about the
best practices in the design and
implementation of agricultural prize
competitions?™

Not part of this midline evaluation

2 Cost-effectiveness and cost-benefit analysis of AgResults Challenges is now part of a specific exercise led by IDinsight. This work started in March 2025 and will include the FMD

project as part of the 2028 update.

™ This question will not be covered in the midline evaluation.
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To address these evaluation questions, IDinsight primarily employs a Process
Tracing-inspired qualitative assessment that draws on core principles of Process Tracing
(PT), including testing a Theory of Change (ToC) by linking evidence to causal steps, tracing
causal mechanisms, and assessing alternative explanations. Unlike traditional PT in social
science, which relies on detailed within-case analysis and specific evidentiary tests,™ our
approach is tailored to the nature of available qualitative data. This PT-inspired method
allows us to explore the causal links outlined in the ToC and provide a structured descriptive
and causal analysis of the project's direct and indirect effects on the FMD vaccine market,
encompassing both supply and demand-side dynamics.

The traditional PT approach involves three key steps:

1. Identifying outcome changes: This step establishes whether meaningful changes
occurred in the FMD vaccine market that are relevant to the ToC. For example, in the
context of the FMD project, we assess whether manufacturers have developed
vaccines that meet AgResults TPP requirements or whether governments have
placed orders for high-quality FMD vaccines. This approach provides insights into
key evaluation questions, primarily as analyzing the competition’s impact on private
sector engagement in the vaccine development, registration, and distribution (EQ1),
but also exploring the project's impact on smallholder farmers and governments'
uptake of high-quality FMD vaccines (EQ2), and the sustainability of the project'’s
effects (EQ4). We have identified outcome indicators, observable in the key
informant interviews, for each specific evaluation question to assess changes in the
FMD vaccine market.

2. Testing causal mechanisms in the ToC: This step assesses whether the causal
mechanisms outlined in the ToC are intact and whether the underlying assumptions
hold. This is typically done through process evaluation or following a monitoring and
evaluation framework, confirming that a program was actually effectively and
faithfully implemented, and ensuring that the theorized causal chain could have led
to the observed changes in outcomes. In this study, we use qualitative data from Key
Informant Interviews (Klls) with vaccine manufacturers, government animal health
agencies, and global vaccine regulatory institutions to validate or refute the ToC
assumptions.

3. Assessing alternative explanations and constructing counterfactuals: To
strengthen the credibility of causal claims, we examine alternative pathways that
could explain the observed changes in the FMD vaccine market. This step involves
exploring other potential causes for the observed changes to ensure that the
developments can be attributed to the AgResults FMD project. This requires a
comprehensive understanding of the overall landscape of the FMD vaccine sector in
Eastern Africa and using Klls to understand what stakeholders believe would have
happened in the absence of the project. Where possible, we construct a
counterfactual narrative based on stakeholders’ projections of their likely behavior
and expectations without the cost-share incentives®™, in order to determine whether
the observed changes can be attributed to the project or if other factors may have

4 Van Evera's (1997) framework for process tracing identifies four types of evidentiary tests: straw in the wind, hoop,
smoking gun, and doubly decisive. These tests help researchers assess the strength of evidence supporting or
challenging a proposed causal mechanism.

'S For further details, see the Evaluation Design Document.



https://agresults.org/wp-content/uploads/2024/02/FMD-Evaluation-Design-Document_2021.01.18.pdf
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played a significant role. While recognizing the limitations of retrospective
counterfactuals, this analysis allows us to judge the relative plausibility of the project
as a causal factor compared to competing explanations. Ruling out alternative causal
mechanisms is essential for providing a robust assessment of the project's impact.

In January 2024, it was decided to complement the PT approach with quantitative surveys
targeting smallholder farmers. These will be conducted in 2028 in selected countries, and
will serve to deep-dive on the effect of AgResults on smallholder farmers' vaccine adoption
and net income as described in EQ2 and EQ3 in particular.

2.2. Midline evaluation

The purpose of this midline evaluation is to assess the progress and early outcomes of the
AgResults FMD project during its Development Phase, with particular attention to how the
project’s financial (“pull”) and technical (“push”) incentive mechanisms have influenced
high-quality FMD vaccine development, registration, and early uptake. This evaluation
focuses on nodes 1 through 7 of the project's ToC (outlined in the red box in Figure 1). This
includes assessing the project's initial impact on vaccine development, registration,
distribution infrastructure, regulatory environment, and government uptake. By examining
these aspects, the midline evaluation provides a foundation for understanding whether the
project is on track to achieve its intended long-term goals, as well as identifying any
emerging challenges or lessons at this stage of implementation. Questions concerning
smallholder farmer uptake, income effects, cost-effectiveness, and broader lessons on prize
competition design are not included at this stage and will be explored during the endline
evaluation.

It is important to note that this midline evaluation is specifically designed to assess progress
against the AgResults FMD project's stated objectives and ToC. The evaluation is intended
to provide an independent, evidence-based assessment of project progress to date, rather
than serving as a programming tool or market research for implementing partners. This
should primarily support the AgResults SC to inform their oversight and decision-making
regarding the next phase of the project. While the report is primarily for internal use, it is
also publicly available to contribute to broader learning about how pay-for-results programs
can function in similar contexts.

IDinsight conducted the initial baseline evaluation of the project between August 2020 and
May 2021. The midline evaluation was conducted between May and July 2025, while the
endline evaluation is planned for Q4 2028.

3.Data collection and analysis

3.1.

Data collection and sample

For the midline evaluation, IDinsight carried out a series of qualitative interviews to gather
insights from key stakeholders involved in the AgResults FMD project. Our data collection

'® The baseline report is available here.


https://agresults.org/wp-content/uploads/2025/06/FMD-Vaccine-Challenge-Project_Evaluation-Baseline-Report.pdf
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strategy (sampling and questionnaires) was designed to capture a comprehensive view of
the project's impact and progress to date, with a particular focus on the Development
Phase. Compared to the broader baseline sample (which included private vaccine buyers
and multilateral organizations involved in advancing FMD control in Eastern Africa), the
midline evaluation intentionally targeted a more focused group of stakeholders most directly
involved in, or affected by, vaccine development, registration, and early government uptake.
Specifically, we interviewed:

e Vaccine manufacturers: We targeted three groups of manufacturers: those who
considered or attempted to develop a vaccine meeting the AgResults TPP, those who
successfully developed such a vaccine, and those not attempting to develop the
vaccine. Engaging with these manufacturers was crucial to understanding the
progress and challenges in developing vaccines that meet the AgResults TPP.

e Government officials: Including policymakers and regulators from the six AgResults
targeted countries (Burundi, Ethiopia, Kenya, Rwanda, Tanzania and Uganda) was
essential to assess the regulatory environment and policy support for FMD control,
which are critical for the successful implementation of the vaccine initiative.

e Technical FMD experts: Engaging with organizations such as the Pirbright Institute
and the African Union Panafrican Veterinary Vaccine Centre (AU-PANVAC), as well
as a representative from the Project Technical Committee, provided insights into the
technical aspects of FMD control and the Eastern African Foot-and-Mouth Disease
Virus (FMDV) Reference Antigen Panel.

e AgResults implementers and donors: We spoke with stakeholders involved in the
funding and implementation of the project, including the AgResults Secretariat, the
PM, and representatives from AgResults donor institutions. Engaging with these
stakeholders allowed us to monitor perceived hurdles and successes in project
design and implementation.

While we aimed for comprehensive coverage of all key stakeholder groups, there were
certain exclusions given the midline evaluation’s objectives. For manufacturers, we did not
include those based in China, where relevant FMD virus strain imports remain banned, or
those in India, where the ban was only recently lifted. Indian manufacturers have not
participated in the project up to the time of midline data collection, likely due to the tight
timeline of the project remaining and regulatory constraints up until now. We also
understand that Indian manufacturers currently use all of their production capacity to serve
the Indian market; we plan to revisit their potential involvement at the endline if
circumstances change. Additionally, two other manufacturers who were approached during
the baseline evaluation expressed clear disinterest in the project, and so our focus was
placed on those who were engaged or considering participation in the project. However, to
ensure that a range of perspectives was represented, we also included a small number of
manufacturers who were less interested or critical of the project. Among government
officials, our sample included representatives from all six target countries. Only one country
did not respond to our request for an interview. For technical experts, as well as AgResults
implementers and donors, we focused on those most directly involved in or knowledgeable
about the FMD project to ensure the relevance and depth of perspectives included in the
evaluation.

During this period, we conducted a total of 20 qualitative interviews through
semi-structured questionnaires. Several interviews included more than one respondent,
either to capture a variety of perspectives within the same organization or because
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participants had distinct roles relevant to the project. In total, 29 individuals participated in
the interviews, representing a broader and more diverse range of voices. Interviews were
primarily conducted online, with two IDinsight team members exchanging with one to four
respondents and lasted one hour on average.” While we believe this sample is the most
meaningful possible to address the midline goals, we acknowledge that it is still limited in
size and that key findings do depend on the perspectives and recall of relatively few people

in each group.

Table 3 presents our sample frame, i.e. the stakeholders with whom we sought to speak, as

well as a breakdown of the numbers we targeted versus those we managed to reach.

Table 3: Sampling approach

Stakeholder Sampling frame Sampling Number of Number of
group method interviews interviews
targeted completed™
Vaccine Manufacturers who considered or Interview a
manufacturers attempted to develop a vaccine meeting subsample of
the AgResults TPP manufacturers 9 7
Manufacturers who developed that vaccine | with whom the
Manufacturers not attempting to develop PM has
that vaccine engaged as part
e Excluded: Manufacturers based in of the project
China (FMD strain import ban);
Manufacturers based in India (ban only
recently lifted; no participation at
midline); Manufacturers who expressed
disinterest during baseline
Government Policymakers tasked with setting and Interview one
officials executing national FMD control policies, government
including vaccine purchases stakeholder 6 5
Regulators who determine which vaccines | from each
are registered within each target country country
Technical FMD Representatives from organizations most Interview one
experts directly involved in or knowledgeable about | technical expert 3 3
the FMD project such as the Pirbright from each one
Institute, AU-PANVAC, and the Project of these
Technical Committee organizations
involved in FMD
control
AgResults Representatives from the organizations Interview
implementers most directly involved in the FMD project project point 5 5
and donors within the AgResults Steering Committee, people from the
AgResults Secretariat and PM SC, Secretariat
and PM
TOTAL 23 20

7 One interview was conducted in person. Generally, interviews on the manufacturer side were conducted with the
technical lead and the commercial lead, while on the government side, we engaged with Directors of Veterinary Services
and other officials from the Ministries of Agriculture of target countries.
'® We reached out to several respondents for interviews; however, some did not respond to our requests. It is unclear
whether this was due to lack of interest in the project or for other reasons.
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We have implemented measures to ensure that all data collected during the PT midline
respects respondents’ privacy and consent. At the beginning of each Kll, we obtained
informed consent from participants, as per best practices in survey ethics. The raw data
collected through the PT has been securely stored to protect respondents’' privacy, with
access provided only to members of the IDinsight team. The data was anonymized prior to
analysis and findings are reported only in aggregate, with no direct attribution to individual
respondents or organizations, unless the information provided is publicly disclosed.
Additionally, country names are mentioned where information is available from public
sources. In cases where information was provided off-record, is not publicly available, or is
considered sensitive, we have masked the country name to protect confidentiality.”

Our data analysis is organized by stakeholder groups, as outlined in the Data collection and
sample section.?® For each group, we identified qualitative indicators (e.g. “Appropriateness
of the cost-share design" or "Main goals of FMD national control strategy”) and manually
recorded stakeholder responses to each indicator.

4. Findings and Key Takeaways

This section focuses on the potential impact of the AgResults FMD project by examining
findings and evidence related to the specific FMD evaluation sub-questions as described
above. Our midline analysis primarily draws from the data collected by IDinsight through the
key informant interviews as explained in the previous section.

4.1. Development of high-quality FMD vaccine

This section discusses the extent to which the AgResults FMD project, along with other
factors, is or isn't contributing to the development of high-quality, quadrivalent FMD
vaccines for the Eastern Africa region. We describe observable changes that may constitute
progress towards vaccine development, and then attribute these developments to
AgResults, or to other plausible, specific causal factors.

' We acknowledge, however, that due to the small and specialized nature of the stakeholder groups, there remains a
possibility that some organizations or individuals may be identifiable to others familiar with the project, even where
explicit identifiers have been removed. This risk was considered in our presentation of findings, and we have taken
additional care to mask potentially identifying details wherever appropriate.

2 Technical FMD experts and AgResults representatives were engaged primarily to help us understand the broader
landscape and context of the competition, as well as to identify successes and challenges encountered during
implementation.
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EQ1la. Have manufacturers developed higher-quality FMD vaccines in Eastern Africa, and
if so, how did the project contribute?

B Aready met Likely to be met [l Too early to tell Il Unlikely to be met
Status Outcome indicators

Multiple manufacturers are aiming to develop or produce a regionally relevant,
high-quality quadrivalent FMD vaccine that meets the AgResults TPP requirements
and is approved by the AgResults judging panel

Status: Condition has been met; 5 of 7 manufacturers interviewed have
developed or are aiming to develop a qualifying quadrivalent vaccine, including 2
with vaccines approved by the AgResults judging panel

Respondents indicate that the project's “pull” and/or “push” mechanisms
contributed to their decision to develop a high-quality quadrivalent FMD vaccine for
the Eastern Africa region

Status: While GALVmed technical support and antigen panel “push” activities in
the development phase seem to have played a pivotal role, the importance of the
“pull” cost-share mechanism is reported to be limited

Current status of vaccine development

Among the seven interviewed manufacturers, there are varying levels of participation. Of the
seven manufacturers who participated in the midline Klls, two have successfully developed
a vaccine that has been reviewed and approved by the AgResults judging panel, three are
actively aiming to develop a qualifying quadrivalent vaccine, and two manufacturers are not
currently pursuing development of a vaccine that meets the AgResults TPP requirements as
described in Figure 2 below.

Figure 2: Manufacturer participation in development of a quadrivalent FMD vaccine meeting
the AgResults requirements

® Yes, developed and judging panel approved e Yes, developing @ No, not developing

These levels of participation generally align with expectations from AgResults implementers
and donors. While there was initial uncertainty about whether any manufacturers would
meet the high technical requirements, it is notable that at least two have succeeded so far.
Although the overall number of approved manufacturers is lower than some had hoped,
others view this progress as a meaningful success given the challenges involved.
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Approval was granted to Biopharma's quadrivalent FMD vaccine in August 2024 by the
AgResults judging panel, and to Boehringer Ingelheim Animal Health's (BIAH) vaccine in May
2025. Among the manufacturers still developing the vaccine in our sample, one is more
advanced and is currently conducting testing to ensure their vaccine matches over 70% of
each serotype of circulating Eastern African FMDV, as defined by the Eastern African FMDV
Reference Antigen Panel and required in the TPP. The other two have faced significant
challenges importing the SAT1 strains, reflecting a broader difficulty of FMD strain access
reported by four manufacturers. Less common challenges included clearing animal trials
and establishing scalable manufacturing procedures. In addition to these hurdles, the
project faced a few external disruptions. The COVID-19 pandemic diverted attention and
resources from animal vaccine work toward human vaccine development, resulting in
delays. Additionally, one manufacturer experienced delays in establishing production
facilities, which pushed back vaccine availability and sales timelines.

Among the two interviewed manufacturers not currently developing a qualifying vaccine,
one stated that the investment needed to adapt their existing quadrivalent vaccine to meet
the AgResults TPP was not justified by the potential benefits, as they considered that their
vaccine already met regional needs. The other manufacturer expressed concerns that the
project's cost-share mechanism could distort market prices, arguing that subsidizing
vaccine prices risks creating unrealistic expectations among buyers and could make it
difficult to sustain demand once the cost-share ends.

Manufacturer motivation and market presence

Almost all*® of the manufacturers interviewed report having already been investing in the
development of a regionally relevant, quadrivalent FMD vaccine prior to the launch of the
AgResults competition in 2020.2 That is, for these manufacturers, the decision to pursue a
quadrivalent vaccine (covering serotypes A, O, SAT1, and SAT2) was already part of their
internal R&D strategy. Market expansion, specifically gaining access to the Eastern Africa
region, was cited by three manufacturers as a primary reason for investment, while others
emphasized the importance of providing regionally relevant products to this region. Only
one manufacturer, which has not yet developed a qualifying quadrivalent vaccine, reported
that their decision to invest in developing a quadrivalent vaccine coincided with the start of
the AgResults competition.

Of the six manufacturers investing in the development of a regionally relevant, high-quality
FMD vaccine, four were already producing a quadrivalent FMD vaccine before the
competition began. Among these, half were selling their vaccine in more than one of the
Eastern African target countries, while the others had sales limited to a single country.
Figure 3 summarizes the status of manufacturers in terms of both vaccine development and
market presence.

Figure 3: Manufacturer participation and Eastern African exposure

2 One out of these six manufacturers has been investing in the development of a regionally relevant, quadrivalent FMD
vaccine using a new technology different from traditional vaccines.

22 Interestingly, after some discussions with AgResults implementers and donors, it seems that most manufacturers
declared pre competition that they were not interested in investing in an Eastern Africa vaccine at all, unless AgResults
was able to secure/guarantee a large enough demand.
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Manufacturers interested in the AgResults FMD project cited several reasons for their

interest, which are presented in Figure 4.

Figure 4: Reasons manufacturers are interested in the AgResults FMD project

Number of manufacturers

Access or PM's support Cost-share
expand into in navigating benefit
the Eastern  regulatory

African registration
market processes

Antigen Possibility to

Not

panelasa demonstrate interested in

technical efficacy of
benchmark existing
and access vaccine
to strains

The project’s influence on manufacturers’ decisions

Project

As mentioned above, nearly all manufacturers were already planning to develop a regionally
relevant, quadrivalent FMD vaccine. As such, the opportunity presented by the AgResults
FMD project does not seem to have been the decisive factor in these manufacturers’
investment decisions.? The majority of manufacturers viewed the project as an opportunity
to accelerate or support existing R&D plans. Only one manufacturer explicitly described the
project as instrumental in shaping their vaccine development approach, specifically
prompting them to enhance the quality and regional relevance of their product.

Among the four manufacturers already producing a quadrivalent FMD vaccine for Eastern
Africa before the project, the degree of AgResults’ influence varies. For two manufacturers,

2 This aligns with the expectations of some respondents who shared that the project was never intended to be the main
driving force in the decision of manufacturers to develop a regionally relevant vaccine.
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participation in the project prompted reformulation of their vaccine to ensure it met the
AgResults TPP requirements, suggesting that the project partially contributed to the final
product’s development. For one manufacturer, the project's main value was the opportunity
to demonstrate efficacy of their existing quadrivalent FMD vaccine within a recognized
framework, rather than a catalyst for new development. The fourth manufacturer did not
express interest in demonstrating efficacy within the project TPP requirements nor
reformulating their existing vaccine, as they considered that their vaccine already met
regional needs. For most of these manufacturers, the AgResults FMD project served
primarily as an accelerator or a means to align with more rigorous technical standards,
rather than as the main catalyst for vaccine development.

For manufacturers not previously producing a quadrivalent FMD vaccine for the region,
motivations for participating in the AgResults FMD project were often tied to market access.
However, significant external barriers, such as challenges in importing necessary virus
strains, remained the main obstacles to development, and the project itself cannot be solely
credited with prompting new R&D. If any of these manufacturers ultimately develop a
high-quality quadrivalent FMD vaccine, the project's contribution could be considered
partial.

“Pull” mechanism

Manufacturers demonstrated a nuanced understanding of the cost-share mechanism and its
intended role in the AgResults FMD project. Five of the seven interviewed manufacturers
considered the cost-share mechanism and its USD$2 cap appropriate, as it covers a
significant portion of their typical sale price and makes it financially viable to supply
high-quality vaccines to the Eastern Africa market. These manufacturers noted that this
level of subsidy is likely to stimulate greater demand from buyers, which in turn increases
their willingness to invest in producing vaccines for the region. As one manufacturer
explained, “it's certainly more than 50% of our price... so | think it's a good cost-share
mechanism. And if countries are able to, through this project, get into that habit, then, you
know, going forward, they should be able to appreciate the benefits of such a vaccination
program. So we believe the cost-share is a mechanism that could work for us.” However,
some concerns about the cost-share mechanism emerged. Three manufacturers questioned
whether the mechanism might distort market prices or complicate government vaccination
campaign planning, notably due to price fluctuations between AgResults sales periods.
Specifically, one manufacturer argued that subsidizing vaccine prices risks creating
unrealistic expectations among buyers and could make it difficult to sustain demand once
the cost-share ends. Two others felt the sales period timeline was too short for them to fully
benefit from the cost-share.

Ultimately, the cost-share was not explicitly mentioned as a decisive factor for most
manufacturers’ participation. Only one manufacturer mentioned that the beginning of the
cost-share phase, and the knowledge that a competitor can now benefit from it, prompted a
reassessment of their pricing strategy. This manufacturer explained that the competitive
environment created by the project, and the presence of cost-share benefits for others,
would lead them to closely examine their own cost of production and seek efficiencies in
order to remain price competitive with their current vaccine: “It will certainly do, because
we'll then have to really look at our cost of production and see where we can make cost
savings, so that we become more competitive... Looking at how we, without compromising
the quality of the product, how do we really manage the cost of production, to be able to be
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competitive.” Qverall, the specific impact of the cost-share mechanism in accelerating R&D
or market entry remains unclear, as most manufacturers reported that they viewed it as a
secondary incentive. The cost-share can influence manufacturers' pricing strategies and
competitive positioning as the project progresses and more vaccines become eligible for the
benefit.

“"Push” mechanism

All manufacturers reported receiving support from GALVmed throughout their participation
in the AgResults FMD project. The most commonly cited forms of support included
assistance in understanding project rules and the cost-share mechanism, both of which
were mentioned by every manufacturer interviewed. Two manufacturers explicitly noted that
GALVmed provided technical assistance by clarifying the requirements of the TPP, offering
guidance on how to meet these scientific standards, and facilitating connections with
reference laboratories for vaccine testing.

Manufacturers expressed a high level of satisfaction with the support provided by
GALVmed. Some explicitly cited reasons such as GALVmed's availability to answer questions
and the organization’s efforts to connect them with relevant contacts in the region.

Overall, AgResults has contributed to an improved vaccine landscape, with its role best
described as expanding and accelerating existing trends and the PM being instrumental in
supporting the development of high-quality FMD vaccines tailored to Eastern Africa.

4.2. Registration of high-quality FMD vaccine

This section presents a summary of evidence on the extent to which the AgResults FMD
project, alongside other factors, is or isn't contributing to the successful registration of
high-quality, quadrivalent FMD vaccines in Eastern Africa. We describe current registration
progress and highlight plausible causal links between this progress and support provided
through the project.

EQ1b. Have manufacturers successfully registered high-quality FMD vaccines in target
countries, and if so, how did the project contribute?

B Already met © Likely to be met M Too early to tell [l Unlikely to be met

Status Outcome indicators

Multiple manufacturers have registered their new quadrivalent FMD vaccine in at
least two of the target countries

Status: Condition has partly been met, one of seven manufacturers
interviewed has registered a qualifying vaccine in two target countries,?* and
another one of seven manufacturers interviewed has registered a qualifying
vaccine in one target country

Respondents indicate that the project’s “pull” and/or “push” mechanisms
contributed to their decision to register a high-quality quadrivalent FMD vaccine

2 This manufacturer, having registered through the EAC-MRP, is also able to supply vaccines to a third target country
that is an EAC-MRP member but does not have its own national regulatory authority for vaccines.
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in at least two of the target countries

Status: The “pull” cost-share mechanism, as well as GALVmed technical
support and antigen panel “push” activities in the development phase seem to
have played a pivotal role

Current status of FMD vaccine registration in Eastern Africa

Historically, manufacturers have been able to sell FMD vaccines in the region through direct
government procurement, which allowed product entry without full national registration. As
a result, most manufacturers selling in the region do not have their FMD vaccines formally
registered in Eastern African countries. Of those interviewed, only one manufacturer has a
monovalent vaccine registered in one of the target countries. However, the landscape is
now shifting: for the first time, one manufacturer has successfully registered quadrivalent
FMD vaccines in multiple target countries, and another manufacturer has registered in one
target country. This progress has been supported by the implementation of a new regulatory
process, the East African Community Mutual Recognition Procedures (EAC-MRP).% Several
manufacturers indicated that they are now working to register their quadrivalent vaccines
through this new channel.

Eastern Africa market is attractive for FMD vaccine manufacturers

Eastern Africa presents a unique context for FMD vaccine manufacturers. Unlike many parts
of the world where FMD is no longer a concern, the disease remains endemic in this region,
creating a sustained and urgent demand for vaccination.?® For manufacturers who already
supply FMD vaccines to other regions, expanding into Eastern Africa can offer an
opportunity for growth, especially as competition increases or procurement patterns change
in other established markets. Furthermore, several manufacturers are already selling other
types of livestock vaccines in Eastern Africa countries. As such, registering new
high-quality FMD vaccines allows them to leverage existing commercial and regulatory
infrastructure.

Within the region, certain countries stand out as priorities for manufacturers, based on a
range of commercial and strategic considerations. Ethiopia and Uganda are of particular
interest, with six manufacturers expressing intent to register there or already having
registered. Ethiopia, in particular, has drawn attention because the government has actively
reached out to encourage registration and one manufacturer has been able to leverage
pre-existing regulatory teams in the region to facilitate the process. However, despite
Ethiopia's high disease burden, another manufacturer mentioned that its procurement
capacity is often limited, which can constrain actual market opportunities. Uganda is also a
key market due to the presence of long-term contracts with several manufacturers. The
other four target countries (Kenya, Rwanda, Tanzania, and Burundi) are of interest to a
majority of the manufacturers. Many focus on countries where they have previously sold
vaccines, such as Rwanda, Uganda, and Tanzania, or where there is a well-established
market and sufficient government budget to support vaccine purchases. Kenya, for

% The East African Community Mutual Recognition Procedures (EAC-MRP) is a regional mechanism that allows veterinary
vaccines registered and approved in one EAC member country to be more easily registered in other member countries,
streamlining and harmonizing the process across the region. Detailed information is available on the EAC website.

2 While FMD remains a major burden in Eastern Africa, the AgResults FMD project was designed on the premise that,
despite this need, the market has historically not been sufficiently attractive to drive private investment and innovation in
high-quality vaccines. This is due to factors such as unstable and reactive demand, limited purchasing power, regulatory
and distribution barriers, and fragmented procurement. For more information, see Evaluation Design Document.


https://drive.google.com/file/d/1slVI-ub2rwLemxHBwC5Sdcv81wXEw0md/view?usp=sharing
https://www.eac.int/documents/category/livestock
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example, is seen as an established and potentially attractive market, but manufacturers face
uncertainty about gaining approval due to the current regulatory environment, which
restricts FMD vaccine supply to a single local producer. These factors mean that while most
manufacturers see broad potential across the region, their registration decisions are shaped
by a mix of commercial opportunity, regulatory feasibility, and government engagement.
However, most manufacturers have not yet made final decisions on where to register, as
many are still in the vaccine development stage and have not yet needed to focus on
registration.

Registration challenges in Eastern African market

Despite the market potential, manufacturers either face or foresee several challenges in
registering FMD vaccines in the region. The most common challenge is navigating diverse
regulatory regimes, which are sometimes shaped by protectionist policies designed to favor
local manufacturers or restrict imports. Additionally, Ethiopia is not a signatory to the
EAC-MRP, requiring a separate registration process.

In terms of administrative requirements, one manufacturer explained that they did not
previously have a dedicated regulatory affairs unit and have been working to build this
internal capacity in order to manage the complex registration process. Another
manufacturer highlighted that gathering the necessary documents and fulfilling
administrative requirements for different countries can be time-consuming. Three
manufacturers also pointed to the lengthy nature of the registration process. While the
EAC-MRP was designed to streamline registration across participating countries, in practice,
some manufacturers continue to pursue individual country registrations. For example, one
manufacturer explained that their team evaluated the EAC-MRP but ultimately decided to
register directly in each country. In both EAC-MRP and Individual Country registration,
requirement for Local Technical Representatives (LTRs)?” was mentioned as a source of
delays and complexity.

“Pull” mechanism

The AgResults cost-share mechanism has played an important role in incentivizing
manufacturers to pursue registration of their high-quality FMD vaccines in Eastern Africa.
Indeed, with the introduction of the project’'s cost-share benefit, several manufacturers have
begun actively working towards registering their FMD vaccines in Eastern African countries.
For example, for one manufacturer not previously selling vaccines in the region, the project
provided a clear incentive to prioritize registration in Eastern Africa as part of their market
expansion strategy. They specifically stated that the project “sped up" existing plans to
enter the market. Another manufacturer described how the competition accelerated their
own efforts: “The fact that Biopharma has been able to get their product registered means
that we need to also move very fast... It's going to stimulate us to really work hard to get our
product registered in the second half." Some manufacturers, who were already selling FMD
vaccines in the region, decided to register their new vaccines in countries they were already
selling to, but also expand registration to other target countries.

"Push” mechanism

% A Local Technical Representative (LTR) is a person appointed by any applicant who is not resident in the country of the
National Regulatory Authority (NRA). The LTR acts as the applicant’s representative with the NRA and plays a key role in
the regulatory process, including the EAC-MRP. Manufacturers may engage an LTR to manage buyer relations and
product registrations in-country on its behalf.
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The PM's targeted support for regulatory capacity-building has been instrumental in
registration progress. A key initiative was the regulators’ workshop organized by GALVmed
in November 2020, in partnership with the UK Veterinary Medicines Directorate and
regulatory specialist David Mackay. This workshop convened national regulatory authorities
from target countries and provided practical training on how to evaluate quadrivalent FMD
vaccines, an unprecedented process for most authorities at the time. The training helped
clarify technical requirements, build confidence, and lay the groundwork for an effective and
harmonized registration process.

In addition to the workshop, the PM helped address several registration challenges, which
was a key factor in attracting two manufacturers to participate. Three manufacturers noted
that GALVmed's regulatory guidance made the complex vaccine registration process more
manageable. One manufacturer also specifically highlighted GALVmed's support in
identifying LTRs and facilitating partnerships.

When discussing GALVmed's support to manufacturers, some described GALVmed as
consistently responsive and proactive in providing information, clarifying project
requirements, and helping navigate both project and country-level procedures. In particular,
manufacturers appreciated GALVmed's role in facilitating communication with regulatory
authorities, providing practical advice on administrative steps, and supporting them in
adapting to new regulatory frameworks. Most expressed satisfaction with the assistance
received, emphasizing that GALVmed's involvement helped them overcome key regulatory
and logistical hurdles.

Overall, both the “pull” and "push” mechanisms of the project have directly contributed to a
notable increase in registration activity and are helping to bring more high-quality, regionally
relevant vaccines into formal national markets across the region.

4.3. Regulatory and policy environments in target countries

This section assesses whether regulatory or policy environments in Eastern Africa have
changed in ways that facilitate the procurement of high-quality FMD vaccines since the
launch of AgResults FMD project, and explores how the project may have contributed to
these changes. We highlight observable trends in the Eastern Africa FMD vaccine market
and draw links between these and the project's design and implementation.

EQ1d. Have regulatory and policy environments changed to support the procurement of
high-quality FMD vaccines, and if so, how did the project contribute?

B Already met © Likely to be met M Too early to tell [l Unlikely to be met

Outcome indicator

At least one regulatory or policy change has been enacted in target countries to
facilitate public and private procurement of high-quality FMD vaccines

Status: While some countries have ongoing discussions around policy
changes, there is little evidence that major regulatory or policy changes
facilitating procurement, especially by the private sector, have been enacted
since the launch of the project




wBrsuig

29

Respondents indicate that the project's “pull” and/or “push” mechanisms
contributed to their decision to facilitate private sector procurement

Status: No direct facilitation of private sector procurement to date, but the PM
has initiated groundwork and dialogue on market liberalization

Current status of the Eastern Africa FMD vaccine market and national strategies

As of midline, no major regulatory or policy reforms specifically aimed at facilitating
high-quality FMD vaccine procurement or enabling greater private sector participation have
been implemented as a result of the AgResults FMD project. Most procurement and
distribution systems remain largely government-led. Here, “government-led” refers to
systems where the procurement, distribution, and administration of FMD vaccines are
primarily planned, funded, or directly managed by national or local government agencies, as
opposed to being driven by private sector actors.

Across the region, national FMD strategies share a set of broad goals, though approaches
and priorities differ.?® Vaccination plays a central role in all national strategies, serving as the
primary measure for FMD control. In some countries, vaccination is intended as a preventive
measure, with efforts focused on routine immunization to reduce risk, while in others, it is
primarily a reactive measure, deployed in response to outbreaks.? In practice, a
combination of both approaches is often used, with the balance determined by resource
availability and outbreak frequency. Other strategic goals reported by interviewed country
representatives include the establishment of disease-free zones and implementation of
risk-based control strategies that prioritize vaccination for high-risk areas or susceptible
animal populations.

The structure of vaccine procurement and distribution also varies. In two target countries,
the public sector is the sole buyer and distributor, while in three others, both public and
private actors are able to purchase vaccines. However, private sector involvement remains
limited and often occurs through local brokers or importers under government oversight
controlling that quality standards are met. In other cases, there is a gradual shift underway
towards more private sector engagement, particularly where government budgets are
constrained or where commercial livestock production is expanding.

Overall, satisfaction with the effectiveness of current FMD control strategies is mixed.
Government officials in several contexts expressed satisfaction with compulsory, centrally
managed vaccination programs, while others noted that low vaccination coverage continues
to limit the impact of control efforts.

Despite these strategies, a number of persistent challenges continue to limit both the supply
and uptake of high-quality FMD vaccines across the region. To illustrate the ongoing
challenges faced by national FMD control programs in Eastern Africa, as well as the extent
to which these align with the AgResults FMD project's design and implementation, we
summarize which key challenges were identified by government officials and
manufacturers, and indicate whether the project was specifically designed to address each

28 Appendix 2 shows where the target countries fall within the Progressive Control Pathway for Foot and Mouth Disease
(PCP-FMD).

2° GF-TADs & OIE (2014), The Second FMD Progressive Control Pathway Roadmap Meeting for East Africa, Kigali,
Rwanda, 20-22 October 2014. Available at:
https://openknowledge.fao.ora/server/api/core/bitstreams/54864aba-94f6-4411-863c-cebaac6d9b50/content
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issue or has done so in practice during implementation in Table 4 below.

Table 4: FMD control challenges and AgResults design and implementation alignment

Challenges faced by

target countries

Limited budget

Was the project
designed to address
this challenge?

How was the AgResults FMD project designed to
address this challenge?

Through the cost-share mechanism, the AgResults
FMD project allows for increased demand under a
limited budget.

Limited high-quality
vaccine availability

The AgResults FMD project was designed to
encourage the development of high-quality
vaccines, thus increasing the supply of vaccines to
the region.

Infrastructure - cold
chain

Not addressed by the project.

Infrastructure - The ToC of the AgResults FMD project detailed this

distribution ambition even if implementation has not focused on
these.

Surveillance - Not addressed by the project.

preventive

Surveillance &
monitoring after
vaccination

Not addressed by the project.

Responding to
outbreak in timely
manner (vaccine
available in stock)

The AgResults FMD project encourages more
vaccines for the Eastern Africa market, but does not
address specifically the outbreak response strategy.

Buyer understanding
of vaccine quality

A Q00O 0

The AgResults FMD project does this through
technical standards, buyer awareness, and use of
the antigen panel.

Stringent regulation

The ToC of the AgResults FMD project detailed this
ambition even if implementation has not focused on
these.

"Pull” and “push” mechanisms

For this analysis, we present findings on “pull” and “push” mechanisms together, as their
effects on regulatory and policy change cannot be clearly separated in this context. While all
countries have discussed the importance of high-quality vaccine procurement, major
regulatory or policy changes facilitating private sector procurement remain limited at
midline.
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In several countries procurement and distribution remain exclusively government-led.*
Government officials in these settings emphasize the need for continued public sector
involvement due to low awareness and willingness to pay among smallholder farmers. In
some cases, governments are introducing policy changes that will require certain
commercial farmers to pay at least part of the cost for FMD vaccines, as part of a cost
recovery strategy to create a revolving fund for future vaccine procurement.®’ Maintaining
government control over procurement is viewed as essential to ensure vaccine quality and
to prevent the introduction of exotic FMD strains. Moreover, some officials indicated that
while private sector involvement could eventually be considered, this would only happen
after the cost-share phase and once more education and awareness-raising have taken
place.

By contrast, some countries allow private sector purchase of FMD vaccines, although the
extent and structure of private sector involvement varies. For example, in Tanzania, the
private sector plays a significant role in procurement and distribution, particularly through
local brokers or importers who purchase and stock vaccines for resale to farmers.
However, this system was put in place before the project and is not a result of it.
Governments in these settings regulate the quality of vaccines and are planning to increase
their own procurement and oversight as part of new strategic plans. In Kenya, both public
and private sector procurement is permitted, particularly for commercial or dairy farmers.*
However, the system remains fragmented and overall coverage is low.** There is no
evidence that the project has influenced regulatory or policy change in these contexts.

In another country, the interviewee mentioned that there is an active policy discussion about
encouraging greater private sector engagement, especially for commercial livestock
keepers, as government budgets for FMD vaccines remain limited. While government
procurement is still the norm, there is a clear intention to transition to private sector
purchases as confidence grows. These shifts are generally motivated by national policy and
market realities.

Since 2020, GALVmed has proactively advanced the agenda of market liberalization and
private sector participation through extensive groundwork and advocacy. Key activities have
included developing and disseminating a PPPs study with regional stakeholders, presenting
findings at major veterinary and livestock forums in all target countries, and collaborating
with organizations such as Food and Agriculture Organization of the United Nations (FAO),
European Commission for the Control of Foot-and-Mouth Disease (EuFMD), World
Organisation for Animal Health (OIE), and the African Union Interafrican Bureau for Animal
Resources (AU-IBAR). GALVmed has also contributed to the development of PPP guidelines
and frameworks in Ethiopia, Tanzania, and Uganda, and continues to foster dialogue and
information sharing through ongoing stakeholder outreach. These efforts are valuable steps
toward enabling future market liberalization and greater private sector participation, even if

30 For example, in Rwanda, FMD vaccines are provided to farmers and subsidised by the government, which helps ensure
broad coverage (Udahemuka et al., 2020). In Uganda, private sector purchase of FMD vaccine is not permitted (Mugezi
et al., 2020).

3" The Independent. (2024, February 6). Govt to import 10 million vaccines to control cattle disease. The Independent
Uganda. https://www.independent.co.ug/government-to-import-10-million-vaccines-to-control-cattle-disease/

32 |n Tanzania, animal vaccination is largely considered a private business decision (Hasler et al., 2021).

3% The private sector in Kenya is formally permitted to participate in veterinary vaccine delivery, following a 2020 policy
circular clarifying roles and responsibilities (Njiru, 2020).

34 As of early 2025, only about 10% of Kenya's national herd is vaccinated, and government efforts to scale up coverage
have faced both political resistance and public mistrust (Muia & Mwai, 2025).
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major policy changes have not yet materialized.*® Continued and effective engagement on
this pathway will be key to contributing to regulatory or policy reforms that support greater
private sector participation.

Looking ahead, it will be important to observe how the cost-share mechanism and
earmarking of vaccines for private sector purchase influence regulatory and policy change
as more countries become eligible. GALVmed's planned efforts in the cost-share phase
include shifting engagement activities in eligible countries (such as Rwanda, Uganda, and
Burundi) from general promotion to directly supporting buyers and manufacturers with
procurement processes, forecasting, and understanding the cost-share mechanism. In
countries expected to access cost-share later (such as Ethiopia and Tanzania), GALVmed
plans to continue to focus on enabling regulatory progress, encouraging budget planning,
and building awareness among both public and private sector stakeholders. These targeted,
country-specific activities are intended to maximize uptake and readiness for future market
liberalization.

4.4. Distribution of high-quality FMD vaccine

This section presents a summary of evidence on the distribution and availability of FMD
vaccines in Eastern Africa, examining both the current state of distribution infrastructure,
such as cold chain capacity, warehousing, and delivery networks, and the extent to which
recent investments or the AgResults FMD project interventions have contributed to improve
access to vaccines across the region.

EQ1c. Have there been investments in improving distribution channels, and if so, how did
the project contribute?

B Aready met Likely to be met [l Too early to tell Il Unlikely to be met

Status Outcome indicator

There is new distribution infrastructure (e.g. sales agent networks, cold chain,
warehouses) in at least two of the target countries

Status: There have been government-led investments in distribution
infrastructure in at least two countries (e.g., the use of drones for vaccine
delivery in Rwanda and expanded cold chain facilities in Uganda)

Respondents indicate that the project's “pull” and/or "“push” mechanisms
contributed to distribution improvements

Status: Neither the PfR mechanism nor GALVmed'’s support have played a
particular role to improve distribution

Current status of distribution infrastructure

To date, there have been no notable investments in new distribution infrastructure for FMD
vaccines by manufacturers or private distributors. Distribution remains primarily organized
and managed by government agencies in most target countries. Private sector involvement

% For more details refer to the Stakeholder Engagement and Advocacy Plan (SEAP-6, 2025) and the Public Private
Partnerships Framework (GALVmed, 2021).
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is minimal, and is often constrained by regulatory barriers. As one manufacturer explained,
while they have local distributors for other animal health products, these distributors are not
able to handle the scale and risk required for FMD vaccine distribution; instead, vaccines
are supplied directly to governments, with LTRs providing supporting logistics or payment
services.

Despite these constraints, some government-led innovations and investments have
improved vaccine distribution in select countries. In Rwanda, the use of drones to transport
vaccines from central cold rooms to regional facilities has significantly improved access and
delivery speed to veterinarians, with doses reportedly delivered within 30 minutes of
request.®® In Uganda, the government has invested in expanding cold chain and storage
capacity at both national and district levels. Each district is now equipped with
pharmaceutical-grade refrigerators, and districts with larger livestock populations have
multiple units to accommodate higher vaccine volumes.®” These targeted investments have
strengthened local infrastructure and improved the reliability of vaccine delivery.

However, persistent challenges remain. Several officials noted ongoing difficulties in
transporting vaccines from district stores to remote areas and ensuring timely delivery to
end users. There are plans to address these gaps through additional vehicles, vaccine
carriers, and solar-powered systems, yet last-mile delivery remains a significant obstacle. In
other countries, infrastructure gaps are even more pronounced: for example, only a fraction
of zones may have adequate cold storage, prompting plans to expand cold chain
infrastructure with more cold rooms, mobile units, and improved district-level refrigerators.
Across the region, frequently cited challenges include (in that order) logistical difficulties in
transporting vaccines over long distances, especially to remote areas, insufficient cold chain
capacity, and limited qualified staff to manage distribution and storage. These factors
constrain the ability to handle increased vaccine volumes and ensure timely delivery to end
users.

Emerging plans for private sector involvement in distribution

Some countries are beginning to outline plans for greater private sector involvement in FMD
vaccine distribution. For example, in Tanzania, the private sector currently plays a major role
in FMD vaccine procurement and distribution, particularly among large farms.*® Farmers do
not typically purchase vaccines directly from international manufacturers; instead, they
obtain vaccines through local private sector "brokers"” or reputable importers and
distributors. In certain private sector-led countries, the government regulates this process
by issuing permits and ensuring that only reputable sources are used, thereby maintaining
oversight of vaccine quality and safety. In the long term, the government in one country
envisions transitioning back to greater private sector involvement as part of its sustainability
plan.

Another country is encouraging greater private sector engagement, especially for
commercial livestock keepers, but the government remains closely involved in regulatory
oversight, distribution, and monitoring to ensure quality and coverage.

36 Zipline's drone delivery network in Rwanda has enabled the Ministry of Agriculture to deliver over 500,000 doses of
animal health vaccines and other veterinary products directly to vets and farmers (McNabb, 2022).

%7 Uganda recently began construction on its first national cold chain storage facility for animal vaccines, expected to
store up to 80 million doses and transform vaccine management nationwide (Kilimo News, 2025).

38 Hasler, B., Limon, G., Queenan, K., Rushton, J., Madege, M., Mlangwa, J., & Mghwira, J. (2021). Cost-benefit and
feasibility analysis for establishing a foot-and-mouth disease free zone in Rukwa region in Tanzania. Preventive
Veterinary Medicine, 196, 105494.
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On the other hand, in Rwanda and Uganda, distribution is still entirely managed by the
government, with no current plans to shift to private sector-led distribution. Generally
authorities believe that mandatory government-led vaccination is necessary to ensure
sufficient coverage and farmer compliance (Udahemuka et al., 2020).

"Pull” and “push” mechanisms*°

The project ToC originally envisioned a greater role for the project in stimulating investment
in distribution infrastructure, both through the cost-share mechanism and GALVmed's
support, as stressed in node 6, 11 and 13. In practice, however, both of these aspects have
not been emphasized in implementation to date. GALVmed's direct efforts have focused
more on supporting vaccine registration, technical standards, and policy engagement, as
well as laying groundwork for future PPPs and market liberalization. While GALVmed has
engaged stakeholders and advocated for enabling environments, including through the PPP
framework and ongoing outreach, these activities have not yet translated into significant
new investments or reforms in vaccine distribution infrastructure.

As a result, at midline, there is limited evidence that the AgResults FMD project has directly
stimulated any investment in new distribution infrastructure. Improvements in distribution
have been government-led, with some countries planning further investments before 2028.
However, we understand that recent efforts from the PM that could materialize at endline
involve discussions with buyers to encourage the investment of the cost share benefits into
cold chain and vaccination campaigns.

4.5. Uptake of high-quality FMD vaccine

This section presents a summary of evidence on adoption and use of high-quality FMD
vaccines by government authorities.

EQ2b. In what ways did the project stimulate purchase of high-quality vaccines by the
authorities controlling vaccine purchase and distribution?

B Aready met Likely to be met [l Too early to tell Il Unlikely to be met

Status Outcome indicators

Multiple governments place one large order for high-quality FMD vaccines or
multiple small orders

Status: One country has made one small order (69,000 doses) to an AgResults
competitor and there are purchase plans in a few other target countries as
well

The project's “pull” and/or “push” mechanisms have directly influenced
government procurement of high-quality FMD vaccines

Status: In one country, government purchase of high-quality vaccines
resumed dfter a period of no procurement due to concerns over low quality,

% For this analysis, we present findings on “pull” and “push” mechanisms together, as their effects on distribution
infrastructure cannot be clearly separated in this context.
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reflecting the impact of strengthened technical standards. Additionally,
officials in two other countries indicated they will be able to purchase more
doses due to the cost-share benefit.

Current status of FMD vaccine procurement

Government procurement of high-quality FMD vaccines varies across the target countries.
Based on broad estimates provided by respondents, last year's reported purchases ranged
widely, from approximately 120,000 doses in some countries to as high as 12.8 million doses
in others. Looking ahead, several countries reported plans to increase procurement this
year, with anticipated volumes ranging from moderate increases (for example, from 400,000
to 600,000 doses) to substantial expansions in scale (such as from 12.8 million to over 50
million doses).

The type of vaccine purchased also varies: some countries reported buying vaccines of
various valencies (from monovalent to quadrivalent) depending on outbreak response or
risk assessment, while others specified purchasing either trivalent or quadrivalent vaccines.
Price per dose last year varied widely, reflecting differences in vaccine valency and source.
Lower-priced vaccines (sometimes under $1, and even below $0.50 per dose) were typically
trivalent or produced by local manufacturers. In contrast, countries procuring quadrivalent
vaccines, particularly those that need to import these products, reported prices generally
ranging from $1.5 to $3 per dose.

A range of factors affect government vaccine purchasing decisions as described in Figure 5
below. Budget constraints are a primary driver, alongside FMD control strategy and
AgResults project. In fact, the AgResults cost-share mechanism has emerged as a key
factor, with several governments indicating that it could enable them to increase
procurement. However, in several cases, this is conditional on a qualifying manufacturer
registering in their country. All respondents emphasized the importance of balancing quality
and price in their procurement decisions.

Figure 5: Reported factors affecting government vaccine purchasing decisions

Number of government officials

Budget Prevention Vaccine Proven Availability of  Size of the Cost-share New FMD
strategy campaign efficacy of supply from susceptible benefit control
vaccine in the specific cattle strategy

field manufacturers  population
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Overall, most manufacturers interviewed expect that the cost-share mechanism will
increase demand for high-quality FMD vaccines and anticipate that governments will try to
take advantage of the cost-share benefit in their procurement decisions. However, some
manufacturers expressed concerns that buyers may not fully appreciate the added value of
high-quality vaccines since the cost-share reduces the price they pay.

"Pull” and “push” mechanisms

The AgResults FMD project has played a notable role in shaping government procurement of
high-quality FMD vaccines across the region. A key contribution has been the establishment
of clear technical requirements, such as the use of the Eastern African FMDV reference
antigen panel and the emphasis on quadrivalent, regionally relevant vaccines, which has led
most governments to update their procurement policies to require higher quality standards.
These quality requirements have been particularly influential in one country, where
government procurement of FMD vaccines resumed after a period of suspension due to
concerns over low quality.

The “pull” mechanism, through the cost-share incentive, has also influenced purchasing
behavior. In two other countries, officials indicated that the cost-share benefit would enable
them to purchase more doses than would otherwise be possible, directly addressing budget
constraints and supporting higher coverage targets. However, in settings where the
cost-share is not yet accessible due to pending manufacturer registration, officials noted
that they would be unable to meet anticipated demand without this financial support.

Budget constraints remain a central concern for all government officials interviewed. Price is
a major factor in procurement decisions, while other considerations such as prevention
strategies, campaign structure, and proven vaccine efficacy in the field also influence
purchasing plans. Authorities generally reported that the information received from
GALVmed about the cost-share mechanism was sufficient for planning purposes. Some
officials raised concerns about not benefitting from the mechanism for last year's purchases
and about potential delays in accessing cost-share benefits due to slow administrative
processes this sales period.

When asked how cost-share savings would be used, most government officials indicated
that the primary goal was to increase the quantity of vaccines purchased and improve
coverage. In some cases, authorities also considered reinvesting savings in other FMD
control activities or simply retaining the funds for future needs.

To date, only one confirmed sale has occurred, a small order of 69,000 doses to a country
that had previously halted FMD vaccine purchases due to concerns about poor quality.
However, with the availability of a high-quality, proven vaccine meeting the antigen panel
requirements, the country has resumed procurement. Given the vaccine registration in other
target countries and procurement plans reported in interviews, it seems likely that AgResults
will play a greater role in shaping purchasing behavior as more manufacturers become
eligible and more countries access the cost-share mechanism.

In summary, the AgResults FMD project has contributed to increased interest and, in some
cases, concrete action toward the purchase of high-quality FMD vaccines by government
officials. The project has also actively raised awareness and fostered discussion about
vaccine quality and value among government buyers, helping to shape procurement
standards and expectations. The “pull” and “push” mechanisms have played a significant
role in shaping procurement strategies, particularly in countries facing budget constraints.
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While the full impact depends on manufacturer registration, administrative processes and a
stronger engagement of private distribution channels, the AgResults FMD project seems to
be contributing to a more robust and quality-focused vaccine demand at the government
level.

4.6. Sustainability of the effects of the project

This section examines the extent to which the effects of the AgResults FMD project are
likely to be sustained after the cost-share mechanism ends. We assess early signals of
enduring demand, long-term manufacturer commitment, and other systemic factors that
may support or hinder the continued availability and use of high-quality FMD vaccines in the
Eastern Africa region.

EQ4a. Is there evidence that the effects of the project are sustainable after the cost-share
ends, and what factors contribute to this sustainability?

B Aready met Likely to be met [l Too early to tell Il Unlikely to be met
Status Outcome indicators

Respondents report that demand for high-quality FMD vaccines will be sustained
or continue to grow after the cost-share ends

Status: Uncertain; some respondents are optimistic about sustained or
growing demand, especially in countries with strong government
commitment, but others are uncertain or expect demand to decline in the
absence of continued support.

Respondents report that manufacturers will continue to supply high-quality FMD
vaccines in the absence of cost-share incentives

Status: Uncertain; while a few respondents anticipate continued supply, most
are cautious, noting that long-term participation will depend on sustainable
pricing, market demand, and supportive policies dfter the cost-share period.

Long-term demand and buyer behavior

Respondents provided varied predictions about the sustainability of demand for high-quality
FMD vaccines once the cost-share ends. While five of the technical FMD experts and
AgResults implementers and donors interviewed believe the gains from the project are likely
to be sustained, three expressed uncertainty. Two of the more optimistic respondents noted
that sustainability may vary by country. For example, in countries where government
demand for high-quality vaccines has become strong and less dependent on cost-share
(such as Uganda), project gains are more likely to be sustained. In contrast, in countries
where demand is still closely tied to external financial support, there is a greater risk that
uptake of high-quality vaccines may decline once the cost-share ends. Additionally, the
sustainability of project gains may also be influenced by political factors. In countries where
there is strong and sustained political will, support for FMD control can be maintained or
even strengthened, increasing the likelihood that project gains will endure. Conversely,
changes in government leadership or shifting policy priorities could reduce attention and
resources allocated to FMD, potentially undermining the sustainability of progress achieved
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under the project. As such, long-term success may depend on both maintaining and
building political will and stable policy support in participating countries.

Among the government officials interviewed, two expressed optimism that the cost-share
mechanism would help build a sustainable FMD vaccine market, anticipating continued
growth in procurement. One government official expects that cost-share will help build
private sector confidence and capacity, aiming for long-term sustainability, with the
government continuing to provide some support as the private sector increasingly takes
over procurement. Another official believes that the cost-share is helping to create a market
for vaccines and increase acceptance among farmers, but anticipates that both government
and private sector procurement will be important for maintaining market sustainability in the
future. However, one official was unsure how the market would function post-subsidy,
noting that current demand is limited by low awareness among smallholder farmers. Hope
that take-up of high-quality FMD vaccines will eventually enable the private sector to
replace the government as the primary purchaser was expressed, but not without a clear
education and transition strategy. As for interviewed manufacturers, views were quite
cautious. While some predicted that demand for high-quality vaccines would continue, even
shifting toward preventive vaccination, and that buyers would become better able to
distinguish high- from low-quality vaccines, a majority was less optimistic. Four
manufacturers expected vaccine prices to become unsustainable without subsidies, with
some also noting that governments may lack sufficient budgets to purchase high-quality
vaccines at full price once the cost-share ends. Moreover, one manufacturer expressed
uncertainty in how buyers would behave post-subsidy, and two indicated that more time
was needed to assess the long-term effects.

"Pull” and “push” mechanisms

Manufacturers had mixed views on the role and long-term effects of the “pull” (cost-share)
mechanism. One manufacturer believed the mechanism could support long-term market
growth by incentivizing the use of high-quality vaccines. However, three respondents felt
that the cost-share will distort buyers' understanding of vaccine prices and value, and one
flagged that it might disrupt planning for government-run mass vaccination campaigns.
Another said they were unsure about the long-term impact of cost-share. Figure 6 shows
the manufacturers’ confidence in the cost-share mechanism'’s sustainability.

Figure 6: Manufacturers’ confidence in the cost-share mechanism’s sustainability

® Not confident @ Slightly confident
Moderately confident =~ Unsure
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Respondents identified a range of conditions that should be met to sustain the gains
achieved by the AgResults FMD project after the cost-share mechanism concludes. These
conditions show that sustainable outcomes will require more than temporary incentives.
Among interviewed manufacturers, four noted that education and awareness are essential
to sustaining demand for high-quality FMD vaccines after the project ends. They
emphasized that, even if high-quality vaccines are available and affordable, uptake among
farmers and buyers will remain limited unless there is ongoing investment in educating
government officials, veterinarians, and especially farmers about the value of regular
vaccination and the benefits of using regionally relevant, efficacious products. Several
manufacturers warned that without continued awareness-raising, buyers may revert to
prioritizing lower-cost or less effective vaccines, undermining the long-term impact of the
project.*® Additionally, two manufacturers cited that infrastructure improvements are needed
to ensure effective vaccine distribution and market sustainability. They emphasized that,
beyond vaccine quality and price, the lack of reliable cold chain, efficient delivery systems,
and robust animal health networks limits farmers' access to vaccines and undermines
uptake. These manufacturers noted that improving infrastructure is critical for reaching
smallholders and making high-quality FMD vaccines widely available across the region.
Finally, one manufacturer highlighted that sustained government involvement in both
purchasing and administering vaccines is essential for maintaining high coverage and
effective FMD control. They noted that, even when vaccines are affordable, farmer-led
uptake remains low, and that large-scale vaccination campaigns are most successful when
coordinated and funded by the government.

Technical FMD experts and AgResults implementers and donors also offered solutions that
would help sustain gains from the project moving forward. One respondent echoed the view
of certain manufacturers, citing education and awareness as critical for sustaining demand
and ensuring that both governments and smallholder farmers understand the value of
vaccination and the benefits of high-quality FMD vaccines. Four respondents noted that
government implementation of favorable policies and procurement regulations would be
instrumental to ensure sustained demand for high-quality FMD vaccines. Maintaining
technical standards, such as the antigen panel and regional relevance requirements, was
mentioned by five stakeholders as essential to preserving vaccine quality. Two respondents
emphasized the need for government-led efforts, rather than relying on external actors, to
drive long-term change. Whereas, two other respondents emphasized that enabling private
sector purchases is essential for long-term sustainability and market growth. They noted
that greater private sector participation would help diversify demand, reduce reliance on
government-led procurement, and create the conditions for a more resilient and responsive
FMD vaccine market in the region. Sustainable pricing emerged as another central theme,
with three respondents noting that long-term market stability will depend on buyers’
willingness and ability to pay the true cost of high-quality FMD vaccines as subsidies are
phased out. They emphasized that, while the cost-share mechanism has successfully
lowered prices and stimulated demand in the short term, it will be essential to monitor buyer
behavior as the incentive decreases to ensure that demand remains strong and that prices
remain affordable but commercially viable. There was also interest in continued engagement
through a follow-on AgResults initiative: four respondents suggested that a second
AgResults FMD project could ease the transition period by extending timelines, enabling

4% One Technical Committee member suggested that AgResults could further support sustainability by leveraging the
Technical Committee's expertise not just for setting initial standards, but also for advising on post-vaccination monitoring,
surveillance, data collection, and interpretation of field results.
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broader manufacturer participation, or offering a more flexible, phased cost-share model.
Finally, two respondents pointed to emerging vaccine technologies as a promising lever for
future market growth and resilience. Reported conditions are presented in Figure 7 below.

Figure 7: Identified conditions for sustaining project gains after cost-share ends
B Technical FMD experts and AgResults implementers and donors Manufacturers
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Government implementing
favorable policies and
regulations

Government led efforts (rather
than external actors leading)

Public sector purchases
Private sector purchases
Vaccine price sustainability
High-quality vaccine purchases

Follow-on AgResults project

Cost-share extended within
follow-on project

More manufacturers able to
participate with follow-on
project

New technologies in FMD
vaccine development

0 1 2 3 4 5

Number of respondents

Conclusions and Recommendations

Successes and challenges so far

Successes

"Pull” mechanism - The cost-share mechanism has incentivized government procurement
in budget-constrained settings and enabled at least one country to resume purchasing FMD
vaccines after a period of suspension due to quality concerns. In two other countries,
officials reported that the cost-share benefit would allow them to purchase more doses than
otherwise possible.

"Push” mechanism - The project has been successful in stimulating vaccine development
and raising awareness around vaccine quality, despite the complex and regulated
environment in which it operated. A major factor contributing to success was the role of
GALVmed as PM. GALVmed's strong technical credibility, in-country presence, and close
relationships with government officials have been essential to the project’s implementation,
raising awareness of vaccine quality and facilitating coordination with regulatory authorities.
Their support went beyond the originally intended scope, offering critical guidance to
manufacturers navigating the rigorous technical requirements of the TPP. This technical
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assistance, particularly in the early stages of the project, made a tangible difference in
enabling manufacturers to progress. The groundwork laid by GALVmed, through policy
landscaping, PPP research, and sustained multi-stakeholder engagement, represents a
critical foundation for future advancement on ToC pathways 2 and 3 that needs to further
expand to maximize sustained impact.

The use of the antigen panel and clear technical standards helped create a recognized
benchmark for vaccine quality. This not only guided manufacturers in product development
but also contributed to buyer awareness, with several governments updating their
procurement policies to prioritize high-quality, regionally relevant vaccines.

Other key implementation strengths included the involvement of the Steering Committee,
whose regular engagement and inputs have reportedly helped push project synergies and
ensure strategic alignment. The project also benefited from what some described as “good
timing,” aligning with growing market interest in vaccine quality and regional coordination,
particularly through the EAC-MRP.

Challenges

Despite these successes, the project has faced several persistent challenges that have
limited its impact and offer important lessons for future competitions. Most prominently, the
lengthy and complex vaccine registration process emerged as a critical bottleneck.
Although GALVmed has helped some manufacturers navigate these hurdles, only a minority
of vaccines have been registered in four of the target countries at midline. This shortfall
hindered the project's ability to move quickly from development to distribution, limiting
market access and delaying vaccine uptake. The regulatory environment in Eastern Africa
remains fragmented and slow-moving, with varying levels of readiness across countries.

While the cost-share (“pull”) mechanism was viewed as a useful supplement, it was not a
decisive factor for most manufacturers' participation. Its impact on stimulating new R&D or
market entry was generally secondary, and in some cases, manufacturers expressed
concerns about potential market distortions or the sustainability of demand once subsidies
end.

The project's ToC anticipated a greater role in liberalizing vaccine markets and stimulating
private sector participation in procurement and distribution. However, in practice, these
aspects were not emphasized. Most FMD vaccine markets in the region remain
government-led, while private sector involvement in procurement and distribution remains
minimal. Persistent challenges, particularly in rural and remote areas, continue to constrain
vaccine availability. Without further regulatory change and practical support, private sector
engagement will remain limited.

The high technical standards set by the project, though necessary to ensure quality and
efficacy, also presented challenges for several manufacturers. For example, some
manufacturers lacked the in-house capacity to meet these requirements without significant
external support. Others could not access specific FMD virus strains, as some countries
restrict imports of exotic FMD strains. While GALVmed's assistance helped bridge gaps for
some, others found the process burdensome and resource-intensive, potentially
discouraging broader participation.

Finally, there are worries about the sustainability of demand for high-quality FMD vaccines
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once the cost-share mechanism ends. Vaccine prices may become unsustainable without
the price reduction enabled by the cost-share, and governments or farmers may revert to
lower-cost or less effective vaccines. The risk of market distortion and uncertainty about
long-term demand and pricing are seen as significant threats to the sustainability of the
project’s gains.

5.2. Recommendations

Based on the evidence gathered, we formulate several recommendations for the AgResults
Steering Committee and Project Manager to consider to maximize the impact of the
cost-share phase and sustainability of the project outcomes towards the development,
registration, distribution and uptake of high-quality FMD vaccines in the Eastern Africa
region. We also present drivers of success that should be considered by policymakers who
want to develop and invest in multi-country (vaccine) pay-for-results programs. These
recommendations are grouped into two categories:

e Recommendations to maximize the impact of the AgResults FMD Vaccine project:
actions that can be taken now to overcome bottlenecks and maximize project
success in the remaining implementation period.

e Lessons learned for future projects: strategic design features and best practices to
consider in future programming, based on what worked and what proved challenging
in this project as of the midline evaluation.

Recommendations to maximize the impact of the AgResults FMD Vaccine project

R1. Continue and consider building greater flexibility into the project timeline and
cost-share phase. The development, registration, and procurement cycles for FMD
vaccines have proven longer and more variable than initially anticipated. As a result, some
manufacturers and buyers may not be able to access the higher cost-share rates available
in the early sales periods, which could limit the overall uptake and impact of the project. To
ensure that AgResults maximizes the use of its available budget and achieves its intended
outcomes, we recommend regularly reviewing the cost-share phase timeline and dose
allocations within the existing project period (through 2028). Where feasible, AgResults
could consider adapting the duration and structure of sales periods (e.g., extending earlier
sales periods, reallocating unused funds or doses to later sales periods, or raising the
cost-share percentage in subsequent sales periods if uptake is lower than expected). This
will help ensure that more manufacturers and buyers can benefit from the incentives, and
that the project’s resources are fully utilized to achieve maximum impact.

R2. Further incentivize end-user education on vaccine quality and value. Some
respondents at midline expressed concern that some government buyers and many
end-users may not fully appreciate the added value of high-quality, regionally relevant FMD
vaccines, particularly when cost-share incentives reduce the visible price difference
between high- and lower-quality vaccines. While AgResults has helped establish higher
technical standards, some governments have yet to prioritize these standards and remain
satisfied with their existing procurement approaches. This lack of awareness and
appreciation for quality poses a risk to the long-term sustainability of project gains: as
cost-share incentives are phased out, demand could shift back toward lower-cost, less



wEiswa

43

effective vaccines. Several respondents emphasized that ongoing education and outreach
for government officials, veterinarians, and farmers are essential to sustaining demand and
ensuring lasting adoption of high-quality vaccines. AgResults should therefore prioritize
targeted communication and awareness-raising efforts to reinforce the benefits of
high-quality vaccines and regular vaccination, supporting both immediate uptake and the
sustainability of improvements achieved during the project.

R3. Intensify support to regulatory reform to enable private sector procurement and
distribution of high-quality FMD vaccines. To strengthen the sustainability of the new
market, the PM should continue engaging with national governments to raise awareness
about the importance of developing regulatory environments that enable private sector
procurement of high-quality FMD vaccines. As most countries remain cautious about
moving away from government-led procurement, there is value in supporting ongoing policy
discussions and encouraging gradual reforms that would allow for increased private sector
participation, while maintaining strong quality assurance and oversight by government.
Facilitating greater private sector engagement in both procurement and distribution of
vaccines can also help diversify sources of demand, reduce reliance on limited government
budgets, and address the constraints of government tender cycles (which typically occur
only a few times a year) making the market more resilient in the long term.

R4. Draw on AgResults donors' in-country presence to support regulatory harmonization
and government engagement. Bottlenecks in regulatory processes and limited government
engagement have been recurring challenges for the project. AgResults donors could more
actively leverage their in-country teams to share local insights, coordinate closely with the
Project Manager, and engage directly with national regulatory authorities. This strategic,
coordinated approach can help maintain project momentum, flag bottlenecks early, and
strengthen relationships with governments, all of which are critical for overcoming
administrative hurdles and achieving regulatory harmonization.

Lessons learned for future multi-country PfR projects

In addition to the above suggestions to double-down on key elements during the cost-share
phase, we list below factors that have been critical in the success of the FMD project so
far and that are important lessons to consider for future programming:

L1. Be aware of political economy barriers and foster dialogue to address them. Persistent
political and administrative barriers, such as protectionist policies and slow regulatory
processes,* continue to limit vaccine registration and market access in several countries. To
maximize project impact, AgResults should remain attuned to these realities and create
deliberate spaces for open discussion among stakeholders. Proactively convening and
encouraging dialogue at both technical and political levels can build mutual understanding,
help identify opportunities for action, and lay the groundwork for market entry and eventual
policy reform, even in influential but protectionist countries.

4 The Gates Foundation is supporting a multi-partner “Better Regulation” project, implemented by GALVmed, WOAH, the
UK Veterinary Medicines Directorate (UK-VMD), and the EAC, to improve veterinary product regulation and registration in
sub-Saharan Africa. The project aims to harmonize and streamline regulatory processes, including further developing the
EAC Mutual Recognition Procedure, to facilitate faster and more predictable access to quality veterinary medicines. See:
https://www.galvmed.ora/news/new-project-to-improve-access-to-quality-veterinary-products-through-better-requlatio
n-in-sub-saharan-africa/

In addition, HealthforAnimals and GALVmed have convened meetings of regulators and industry stakeholders in the
Eastern African region to promote greater regulatory efficiency.
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L2. Design cost-share mechanisms that are responsive to country needs and
procurement realities. Respondent feedback at midline highlighted that a one-size-fits-all
approach to cost-share percentages may not be optimal. Future multi-country PfR projects
should consider flexible cost-share structures that reflect country-specific budget
constraints, procurement timelines, and market maturity. For example, a lower cost-share
percentage with more doses allocated might have been more effective in some countries,
while higher percentages could help others with budget constraints. If possible, allowing
government officials to input systematically into dose allocation could also help to better
match local demand and maximize the impact of subsidies.

L3. Embed technical support as a formal and proactive component of project design.
Technical assistance, such as the support provided by GALVmed, has been critical for
manufacturers navigating complex requirements. Future PfR projects should plan for this
support from the outset, ensuring that competitors receive consistent guidance on meeting
scientific, regulatory, and quality standards, and reducing the risk of dropout or
disillusionment.

L4. Combine PfR approaches with strong support. While PfR mechanisms can be powerful
tools for catalyzing innovation and market entry, they may also risk distorting market
dynamics. Experience from this project shows that PfR alone is not sufficient: technical
assistance, capacity building, and clear quality standards and other “push” on the regulatory
side are essential to ensure that market gains are sustained, quality is maintained, and
participants are able to transition successfully as incentives are phased out. Future
multi-country PfR projects should therefore be designed with a balanced mix of financial
incentives and robust technical support, and should monitor for unintended market
distortions as part of ongoing project management.

5.3. Conclusion

All'in all, at midline, the AgResults FMD project has achieved important milestones in vaccine
development, quality standard-setting, and market awareness, but also faces persistent
challenges in regulatory harmonization, sustainable demand, and private sector
engagement. These experiences underscore the need for continued adaptation, flexible
implementation, and proactive policy engagement to ensure that project gains are sustained
and scaled in the years ahead. The lessons learned so far provide valuable guidance for
AgResults and future multi-country PfR projects seeking to strengthen animal health
markets.
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Table 5: AgResults FMD project organizational structure

Role in AgResults

FMD project

AgResults Steering
Committee (SC)*?

Organization

Canadid
U K a i d Australia.n ;emment

nnnnnnnnnnnn people

Gates Foundation  worcpsankeroup

Responsibilities

Responsible for the strategic oversight of
AgResults initiative, including approving
design for each new project, making
management decisions and overseeing
progress.

AgResults
Secretariat

Deloitte

Responsible for the design of the
competition and the coordination and
supervision of all project-related activities.

Project Manager
(PM)

e
GALVmed

Protecting Livestock — Improving Human Lives

Responsible for day-to-day management of
the project activities, including outreach to
vaccine manufacturers to encourage
participation and support registration
processes, outreach to target country
government officials, engagement on policy
landscape and private-public partnerships
(PPP), and reporting on program progress
to the Secretariat.

Sales Verifier

_a

pwc

Verifies, determines, and certifies whether
the vaccine manufacturers

have delivered the reported sales of
high-quality vaccines, which is required
before the prize payments can be
disbursed.

External Evaluator

IDinsight

Responsible for evaluation activities and
assessing the impact of AgResults.

Appendix 2

Most countries in the region align their FMD control strategies with the Progressive Control
Pathway for Foot and Mouth Disease (PCP-FMD), a framework developed by FAO and
EuFMD and adopted by OIE (FAO & EuFMD, 2023). The PCP-FMD guides countries through

42 USAID was a historical funder of the AgResults initiative. It is no longer part of the Steering Committee.
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a series of stages, from identifying and assessing FMD risk (Stage 0) to progressively
implementing control measures, with the ultimate goal of achieving official OIE recognition

of FMD-free status (see Figure 8).

Figure 8: Stage progression in the Progressive Control Pathway
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Source: FAO & EuFMD, 2023

As of 2024, countries in Eastern Africa were at varying stages of the PCP: Burundi was at
Stage 0, Ethiopia was at Stage 1, and Kenya, Rwanda, Tanzania, and Uganda were at Stage 2

as described in Figure 9 below.*?

Figure 9: Map of PCP-FMD stages in Eastern Africa
—— -
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Source: FAO's PCP-FMD Dashboard, 2024

43 Figure 5 is a map from the FAO's PCP-FMD Dashboard, which provides up-to-date information on each country’s stage
in the Progressive Control Pathway for Foot-and-Mouth Disease (FAO, 2024).
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