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In May 2011, areport by the Secretariat on the global immuniza-
tion vision and strategy was noted by the Sixty-fourth World Health
Assembly (WHA).! During the discussions the vision for the Decade
of Vaccines (2011-2020) and the development of a Global Vaccine
Action Plan were welcomed. Subsequently, the Executive Board at
its 130th session in January 2012 considered the Global Vaccine
Action Plan and provided guidance.? The Board also adopted res-
olution EB130.R12 on World Immunization Week.? In May 2012,
the Sixty-fifth World Health Assembly reviewed the draft Global
Vaccine Action Plan (GVAP) presented by the secretariat (A65/22)
and endorsed the plan, as proposed (WHAG65.17).

1. Introduction

The Global Vaccine Action Plan builds on the success of the
Global Immunization Vision and Strategy, 2006-2015, which was
launched in 2005 as the first 10-year strategic framework to
realize the potential of immunization. Developing the plan has
brought together multiple stakeholders involved in immunization,
including governments and elected officials, health professionals,
academia, manufacturers, global agencies, development partners,
civil society, media and the private sector, to define collectively
what the immunization community wants to achieve over the next
decade. In total, the global consultation process reached over 1100
individuals representing more than 140 countries and 290 organi-
zations, and included two special sessions to brief representatives
of the Permanent Missions of the United Nations Offices and other
Intergovernmental Organizations in Geneva and New York.

1 See WHO documents A64/14 and WHA64/2011/REC/2, summary records of the
sixth meeting, section 2, the seventh meeting and the eighth meeting, section 2.

2 See WHO documents EB130/21 and EB130/2012/REC/2, summary record of the
eleventh meeting.

3 See WHO document EB130/2012/REC/1 for the resolution, and for the financial
and administrative implications for the Secretariat of the adoption of the resolution.

0264-410X/$ - see front matter
http://dx.doi.org/10.1016/j.vaccine.2013.02.015

Immunization is, and should be recognized as, a core component
of the human right to health and an individual, community and
governmental responsibility. Vaccination prevents an estimated
2.5 million deaths each year. Protected from the threat of vaccine-
preventable diseases, immunized children have the opportunity to
thrive and a better chance of realizing their full potential. These
advantages are further increased by vaccination in adolescence and
adulthood. As part of a comprehensive package of interventions for
disease prevention and control, vaccines and immunization are an
essential investment in a country’s — indeed, in the world’s - future.

Now is the time for showing commitment to achieving the full
potential of immunization. The collective recognition of this oppor-
tunity has led the global health community to call for a Decade of
Vaccines, in line with the requests made in resolution WHA61.15
on the global immunization strategy. The vision for the Decade of
Vaccines (2011-2020) is of a world in which all individuals and
communities enjoy lives free from vaccine-preventable diseases.
The mission of the Decade of Vaccines is to extend, by 2020 and
beyond, the full benefit of immunization to all people, regardless
of where they are born, who they are or where they live.

The Global Vaccine Action Plan reiterates existing goals and sets
new goals for the decade, proposes six strategic objectives and
the actions that will support their achievement, and provides an
initial estimate of resource requirements and return on invest-
ment. Annex 1 summarizes recommended indicators to monitor
and evaluate progress. Beyond the action plan, country, regional
and global stakeholders need to take responsibility for specific
actions, translate the action plan into detailed operational plans
(updating both the action plan and the operational plans as new
information becomes available), complete the development of an
accountability framework for the Decade of Vaccines (2011-2020)
and mobilize resources to ensure that the vision for the Decade of
Vaccines becomes a reality. Accomplishing this will require global
and national institutions to innovate and to change the way they
work. Annex 2 provides a summary of stakeholder responsibilities.

The last century was, in many respects, the century of treatment,
resulting in dramatic reductions in morbidity and mortality, with
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the discovery and use of antibiotics as one of the biggest agents of
change in health. This century promises to be the century of vac-
cines, with the potential to eradicate, eliminate or control a number
of serious, life-threatening or debilitating infectious diseases, and
with immunization at the core of preventive strategies. Ensuring
that the vision for the Decade of Vaccines becomes a reality is a
powerful step in that direction.

2. The immunization landscape today
2.1. Important progress in the last decade

In the last 10 years, great advances have been made in devel-
oping and introducing new vaccines and expanding the reach
of immunization programmes. More people than ever before are
being vaccinated and access and use of vaccines by age groups other
than infants is expanding. As a result of immunization combined
with other health care and development interventions - including
improved access to clean water and sanitation, better hygiene and
education - the annual number of deaths among children under
five years of age fell from an estimated 9.6 million in 2000 to 7.6
million in 2010, despite an increase in the number of children born
each year.

Immunization has helped drive this reduction in child mortal-
ity: coverage of vaccines that have been in use since the inception
of the Expanded Programme on Immunization has expanded, and
new vaccines have been introduced. Vaccines against hepatitis B
and Haemophilus influenzae type b have become part of national
immunization schedules in 179 and 173 countries, respectively;
poliomyelitis is nearing eradication; and a large number of deaths
from measles are being averted every year. The number of deaths
caused by traditional vaccine-preventable diseases (diphtheria,
measles, neonatal tetanus, pertussis and poliomyelitis) has fallen
from an estimated 0.9 million in 2000 to 0.4 million in 2010.%

New and increasingly sophisticated vaccines that have become
available in the last decade, including pneumococcal conjugate
vaccine and vaccines against infection with rotavirus and human
papillomavirus, are currently being rolled out globally. Efforts are
being made to shorten the time lag that has historically existed in
the introduction of new vaccines between high- and low-income
countries. For example, pneumococcal conjugate vaccines were
introduced in low income countries approximately a year after
being introduced in high income countries.

Through an innovative international collaboration, an affordable
conjugate vaccine against Neisseria meningitidis serogroup A was
developed and is now in use in the African meningitis belt. There
are now licensed vaccines being used to prevent, or contribute to
the prevention and control of, 25 vaccine-preventable infections
(Table 1).

The strengthening by countries of national programmes, aided
by improved support from and coordination among local, national,
regional and international stakeholders, has succeeded in improv-
ing immunization coverage rates. Financing from domestic budgets
allocated to immunization programmes has risen over the past
decade, as has the flow of international resources dedicated to
immunization. According to the immunization programme data
for 2010,°> 154 of the 193 Member States report having a specific

4 Sources for estimates: measles and neonatal tetanus, in World Health
Statistics 2012, Geneva, World Health Organization, 2012; diphtheria and
poliomyelitis, for 2000: http://www.who.int/healthinfo/global_burden_disease/
estimates_regional_2000._v3/en/index.html (accessed 5 April 2012), for 2008:
http://apps.who.int/ghodata/ (accessed 5 April 2012); pertussis, WHO Secretariat
provisional data.

5 http://www.who.int/immunization_monitoring/data/en/ (accessed 13 April
2012).

Table 1
Vaccine-preventable infectious agents or diseases.

e Anthrax e Japanese encephalitis « Rotavirus gastroenteritis
e Cholera e Measles o Rubella
o Diphtheria e Meningococcal disease o Tetanus
e Haemophilus o Mumps e Tuberculosis
influenzae type b
o Hepatitis A o Pertussis o Typhoid fever
o Hepatitis B e Pneumococcal disease o Tick-borne encephalitis
o Hepatitis E o Poliomyelitis e Varicella and herpes
zoster (shingles)
e Human o Rabies o Yellow fever
papillomavirus
o Influenza

budget line item for immunization, and 147 have developed multi-
year national plans to sustain the gains achieved, further enhance
performance to reach desired goals and introduce appropriate new
vaccines.

Global and regional immunization initiatives have supported
countries in building up their systems and introducing new vac-
cines. Global goals and milestones established through the Global
Immunization Vision and Strategy 2006-2015, the United Nations
Millennium Declaration, the United Nations World Summit for
Children, the United Nations General Assembly Special Session
on Children, and, more recently, the United Nations Secretary-
General’s Global Strategy for Women'’s and Children’s Health have
stimulated expansion of national immunization programmes. In
low- and middle-income countries these have been supported by
initiatives such as the GAVI Alliance, the Global Polio Eradication
Initiative, the Measles Initiative, the vaccine procurement services
of UNICEF, and PAHO'’s Revolving Fund for Vaccine Procurement.

2.2. Significant unmet needs remain

Despite this progress, vaccine-preventable diseases remain a
major cause of morbidity and mortality. Adoption of new vaccines
by low- and middle-income countries (where disease burdens are
often the highest) has been slower than in high-income countries.
In 2010, for example, only 13% of the total high-income country
birth cohort lived in countries that did not have pneumococcal
conjugate vaccines in their immunization schedules. Of the total
low-income country birth cohort, 98% lived in countries that did
not have pneumococcal conjugate vaccines in their schedules.

Coverage gaps persist between countries, as well as within
countries. The average coverage with three doses of diphtheria-
tetanus-pertussis-containing vaccine and with measles-containing
vaccine in low-income countries was 16% and 15% below that of
high-income countries in 2010, respectively. However, this repre-
sents a positive trend in comparison with the coverage gap of 30%
for both vaccines in the year 2000.

In some countries, coverage of measles-containing vaccine in
rural areas is 33% lower than in urban areas. Similarly, the measles
vaccine coverage rate for the richest fifth of the population in some
countries is up to 58% higher than for the poorest fifth. Coverage
can also be very low in settlements of the urban poor, especially
in cities with transitory migrant populations, and in indigenous
communities.

Geographical distance from health centres is not the only deter-
minant of low coverage; inequities are also associated with other
socioeconomic determinants, such as income levels and the edu-
cational status of the mother. A special geographic focus is needed
on lower-middle-income countries with large populations, where
the majority of the unvaccinated live. Reaching underserved popu-
lations will be especially challenging, but inequities need to be
tackled because these populations often carry a heavier disease
burden and may lack access to medical care and basic services, with
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the fragile economies of individuals and their families suffering a
severe disease-related impact as a consequence.

2.3. New opportunities and challenges for the Decade of Vaccines
(2011-2020)

Individuals and communities, governments and health profes-
sionals have primary responsibility for exploiting the opportunities
and confronting the challenges that this decade will bring. New
and improved vaccines are expected to become available, based on
a robust pipeline that includes several vaccines for diseases that
are not currently preventable through vaccination. The introduc-
tion of new vaccines targeted against several important causes of
major killer diseases, such as pneumonia, diarrhoea and cervical
cancer can be used as a catalyst to scale up complementary inter-
ventions. In addition to reducing mortality, these new vaccines
will prevent morbidity with resulting economic returns even in
countries that have already succeeded in improving mortality rates.
Innovations in existing vaccines will bring additional benefits, such
as greater effectiveness, thermostability, easier administration and
lower cost.

At the same time, the development of vaccines and other immu-
nization innovations is facing increasingly complex manufacturing
and regulatory processes, as well as rising research, develop-
ment and production costs. As new vaccines (for example, against
dengue and malaria) become available and underutilized vaccines
(for example, those against cholera, human papillomavirus, rabies,
rotavirus, rubella and typhoid) are administered more widely, sup-
ply and logistics systems — already burdened - will face an even
greater need for innovations. Finally, the number of health work-
ers, as well as their knowledge and skills, will need to be enhanced,
better coordinated and better supervised. While the challenges are
many, the introduction of new vaccines also represents an oppor-
tunity to strengthen immunization systems and to act as a catalyst
to implement many of the required reforms. As national immu-
nization investments increase, so must government oversight and
accountability.

Immunization funding needs in the areas of research and devel-
opment, procurement and delivery are expected to more than
double in the coming decade. New and more complex vaccines
will bring new funding requirements and countries will be con-
fronted with difficult decisions in dealing with competing health
priorities. Resources will need to be allocated more efficiently, with
the relevant decisions guided by national priorities, capacity, clear
information on the costs and benefits of choices, and improved
financial management. Expenditures must be linked to outputs and
impacts, showing a clear investment case for immunization.

As the economies of many low- and middle-income countries
continue to grow, so will their potential to fund immunization.
Countries that have relied on development assistance will be able to
fund an increasing proportion of their immunization programmes,
and may even, eventually, be able to fully sustain them. Some will
be able to extend new financial and technical support to global
immunization projects. At the same time, vaccine manufacturers
in some of these countries will be expected to make an even more
significant contribution to the supply of high-quality, affordable
vaccines, spreading the sources of production more widely and
increasing competition.

The growing availability of information and penetration of
mobile telephone and social networks can boost public demand for
immunization, and ensure that people are made aware of both the
benefits derived from vaccines and their potential risks. The immu-
nization community can take advantage of social networks and
electronic media to more effectively allay fears, increase awareness
and build trust.

The lessons learnt from past decades, the unmet needs, and the
opportunities and challenges that this decade presents have been
carefully considered in the formulation of the guiding principles,
measures of success and recommended actions articulated in the
following sections.

3. Six guiding principles

Six principles have guided the elaboration of the Global Vaccine
Action Plan.

e Country ownership: countries have primary ownership and
responsibility for establishing good governance and for providing
effective and quality immunization services for all.

Shared responsibility and partnership: immunization against
vaccine-preventable diseases is an individual, community and
governmental responsibility that transcends borders and sectors.
Equity: equitable access to immunization is a core component of
the right to health.

Integration: strong immunization systems, as part of broader
health systems and closely coordinated with other primary
health care delivery programmes, are essential for achieving
immunization goals.

Sustainability: informed decisions and implementation strate-
gies, appropriate levels of financial investment, and improved
financial management and oversight are critical to ensuring the
sustainability of immunization programmes.

Innovation: the full potential of immunization can only be real-
ized through learning, continuous improvement and innovation
in research and development, as well as innovation and quality
improvement across all aspects of immunization.

These six fundamental principles canrealistically and effectively
guide the full spectrum of immunization activities throughout
the Decade of Vaccines (2011-2020). Although the Global Vaccine
Action Plan will need to be translated into specific regional, country
and community contexts, these guiding principles are universally
applicable and relevant to each of the Decade of Vaccines’ goals and
strategic objectives described below.

4. Measures of success

The Decade of Vaccines is about taking action to achieve ambi-
tious goals. Early in the decade, this means achieving already
established elimination and eradication goals. It means dealing
with the public health emergency constituted by wild poliovirus
transmission in order to secure a world free of poliomyelitis. It
also means assuring the global or regional elimination of measles,
rubella and neonatal tetanus. Completing this agenda has never
been more critical. Success will encourage the achievement of addi-
tional ambitious goals. Failure will mean millions of preventable
cases of disease and death will continue to occur.

Later in the decade, success will be recorded in terms of the
expansion of immunization services to meet vaccination cover-
age targets in every region, country and community. In 2015,
the coverage of target populations should reach the goal of the
Global Immunization Vision and Strategy, 2006-2015 of at least
90% national vaccination coverage and at least 80% vaccination cov-
erage in every district or equivalent administrative unit (the marker

6 By 2015, achieve maternal and neonatal tetanus elimination (defined as less
than one case of neonatal tetanus per 1000 live births) in every district, measles
elimination in at least four WHO regions and rubella elimination in at least two
WHO regions. By 2020, achieve measles and rubella elimination in at least five WHO
regions.
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Table 2
Goals of the Decade of Vaccines (2011-2020).

Achieve a world free of poliomyelitis

Meet global and regional elimination targets

Meet vaccination coverage targets in every region, country and community
Develop and introduce new and improved vaccines and technologies

Exceed the Millennium Development Goal 4 target for reducing child mortality

for this being coverage for diphtheria-tetanus-pertussis-containing
vaccines). By 2020, coverage of target populations should reach
these levels for all vaccines in national immunization programmes
unless alternative targets exist. Vaccine introductions should also
be monitored, with the goal of at least 80 low- or middle-income
countries introducing one or more appropriate new or underuti-
lized vaccines by 2015. These technical accomplishments will not
be sustained unless countries take full ownership of their routine
immunization programmes (see strategic objective 1 below).

During this decade millions of additional deaths and cases of
disease should become preventable as a result of the development,
licensure and introduction of new and improved vaccines and tech-
nologies for high-burden diseases. Specifically, progress towards
the licensure and launch of vaccines should be tracked against one
or more major pathogens not currently vaccine preventable (such
as, cytomegalovirus, dengue virus, group A streptococcus, hepatitis
Cvirus, hookworm, leishmania and respiratory syncytial virus) and
at least one new platform delivery technology.

If these immunization-specific goals (Table 2) are achieved,
hundreds of millions of cases and millions of future deaths will be
averted by the end of the decade, billions of dollars of productivity
will be gained, and immunization will contribute to exceeding the
Millennium Development Goal 4 target for reducing child mortality
(and the target that succeeds it post-2015). For example, it is esti-
mated that if the coverage targets for introduction and/or sustained
use of 10 vaccines alone (those against hepatitis B, Haemophilus
influenzae type b, human papillomavirus, Japanese encephalitis,
measles, meningococcus A, pneumococcus, rotavirus, rubella and
yellow fever) in 94 countries during the decade are met, between
24 and 26 million future deaths could be averted compared with a
hypothetical scenario under which these vaccines have zero cover-
age (see also Annex 4).

4.1. Six strategic objectives

Continuous progress towards the following six strategic objec-
tives will enable the achievement of the goals of the Decade of
Vaccines (2011-2020).

(i) All countries commit to immunization as a priority. Key
indicators to monitor progress towards this strategic objec-
tive at the country level are the presence of a legal framework
or legislation that guarantees financing for immunization and
the presence of an independent technical advisory group that
meets defined criteria.

(ii) Individuals and communities understand the value of vac-
cines and demand immunization as both their right and
responsibility. Progress towards increased understanding and
demand can be evaluated by monitoring the level of public
trust in immunization, measured by surveys on knowledge,
attitudes, beliefs and practices.

(iii) The benefits of immunization are equitably extended to
all people. Progress towards greater equity can be evaluated
by monitoring the percentage of districts with less than 80%
coverage with three doses of diphtheria-tetanus-pertussis-
containing vaccine and coverage gaps between lowest and

highest wealth quintile (or another appropriate equity indi-
cator).

(iv) Strong immunization systems are an integral part of a
well-functioning health system. The strength of health sys-
tems can be evaluated based on dropout rates between the first
dose of diphtheria-tetanus-pertussis-containing vaccine and
the first dose of measles-containing vaccine. The quality of data
is important for monitoring the functioning of a health system.
Data quality can be evaluated by monitoring whether immu-
nization coverage data is assessed as high quality by WHO and
UNICEF.

(v) Immunization programmes have sustainable access to
predictable funding, quality supply and innovative tech-
nologies. Key indicators to monitor progress towards this
strategic objective will be the percentage of routine immuniza-
tion costs financed through government budgets and globally
installed capacity for production of universally recommended
vaccines within five years of licensure/potential demand.

(vi) Country, regional and global research and development
innovations maximize the benefits of immunization. Key
indicators of progress towards this strategic objective include
proof of concept for a vaccine that shows greater or equal to
75% efficacy for HIV/AIDS, tuberculosis or malaria and the initi-
ation of phase Ill trials for a first generation universal influenza
vaccine. In addition, country research and development capac-
ity can be measured by the institutional and technical capacity
to manufacture vaccines and/or carry out related clinical trials
and operational and organizational research.

Achieving the vision and goals of the Decade of Vaccines
(2011-2020) will only be possible if all stakeholders involved in
immunization commit themselves to, and take action to achieve,
the six strategic objectives; uphold the Decade of Vaccines guiding
principles when implementing all the actions; and regularly mon-
itor and evaluate progress towards both strategic objectives and
goals using the indicators described above (see also Annex 1).

An accountability framework is needed that defines the method-
ology and source of data for these indicators, identifies which
stakeholders will be responsible for what actions, and articulates
the process and responsibilities for monitoring and evaluating
progress over the course of the Decade. The Global Vaccine Action
Plan lays the groundwork for each of these elements. Further devel-
opment and implementation of the accountability framework at
country, regional and global levels could take place over the course
of 2012 by leveraging the findings of the Commission on Infor-
mation and Accountability for Women’s and Children’s Health and
aligning work, wherever possible, with other accountability efforts
and initiatives by all stakeholders at the country level to deliver and
monitor progress.

5. Actions to achieve strategic objectives

5.1. Strategic objective 1: all countries commit to immunization
as a priority

Committing to immunization as a priority first and foremost
means recognizing the importance of immunization as a criti-
cal public health intervention and the value that immunization
represents in terms of health and economic returns. Countries
demonstrate a commitment to immunization by setting ambitious
but attainable national targets and allocating adequate financial
and human resources to programmes to achieve these targets;
ensuring that their national immunization plans are fully inte-
grated into national health plans, with appropriate budgets and
formulated with the participation of all major stakeholders; and
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demonstrating good stewardship and implementation of their
national health plans. Country commitment to immunization does
not, however, imply that immunization programmes will be prior-
itized or funded at the expense of other vital health programmes.

National legislation, policies and resource allocation decisions
should be informed by credible and current evidence regarding the
direct and indirect impact of immunization. Much of the evidence
base exists but does not reach policy-makers, as those who gen-
erate the evidence are not always those who interact with these
decision-makers. Collaboration between, on the one hand, tech-
nical experts who generate the evidence and, on the other, the
champions of immunization who construct context-specific mes-
sages that highlight the importance of immunization within health
and social services, can unequivocally articulate the value of immu-
nization and how immunization supports equity and economic
development.

Independent bodies, such as regional or national immuniza-
tion technical advisory groups, that can guide country policies
and strategies based on local epidemiology and cost effectiveness
should be established or strengthened, thus reducing dependency
on external bodies for policy guidance. These bodies can readily be
supported by institutions or individuals charged with collating and
synthesizing information required for informed decision-making.
Regional support systems and initiatives, such as the PAHO ProVac
initiative,” can be expanded to support countries in strengthening
their decision-making. It is important that national immunization
technical advisory groups or their regional equivalents, engage
with academia, professional societies, and other national agen-
cies and committees, such as the vaccine regulatory agencies,
national health sector coordination committees, and interagency
coordination committees, in order to ensure a cohesive and coordi-
nated approach to achieving national health priorities. Strong links
between ministries of health, education® and finance, as well as
human resources and legislators are also essential for sustainable
programme implementation.

Support and formal endorsement of national policies and plans
at the highest political and administrative levels, nationally and
subnationally, is considered essential for ensuring commitment
and sustainability. Governments and elected officials are responsi-
ble for putting in place necessary legislation and budget allocations.
As immunization is a strong indicator of the overall ability of the
health system to deliver services, legislators should be encouraged
to scrutinize, defend and closely follow immunization budgets, dis-
bursements and immunization programme activities, both at the
national level and within their respective constituencies. Civil soci-
ety organizations can effectively advocate for greater commitment
and hold governments accountable for commitments once they
are made. Immunization programmes need to have management
structures for programme implementation to be effective. Officials
at the national and subnational levels responsible for implemen-
tation of the immunization plans can be held accountable for
programme performance when they are sufficiently empowered
to provide effective leadership and have the required management
and programme monitoring skills.

For high- and middle-income countries, commitment to immu-
nization should cover the same areas, but may also include
maintaining or assuming the role of development partners.
Together with global agencies, development partner countries can

7 ProVac is a package of tools to support: (i) the estimation of cost-effectiveness
and epidemiological and economic impact of new vaccines; (ii) training; and (iii)
the strengthening of national infrastructure for decision-making.

8 Especially important for delivering immunization to older children and ado-
lescents through school health programmes and for monitoring school entry
requirements with immunization.

Table 3
Summary of recommended actions for strategic objective 1.

All countries commit to immunization as a priority.

Establish and « Ensure legislation or legal framework in all countries,
sustain including provisions for a budget line for
commitment to immunization, and for monitoring and reporting.
immunization.

o Develop comprehensive national immunization plans

that are part of overall national health plans through a

bottom-up process that includes all stakeholders.

o Set ambitious but attainable country-specific targets

within the context of morbidity and mortality

reduction goals.

o Scrutinize, defend and follow more closely

immunization budgets, disbursements and

immunization programme activities.

o Support local civil society organizations and

professional associations to contribute to national

discussions on immunization and health.

« Explore models to promote collaboration between

the stakeholders that generate evidence on

immunization and those who use it in order to set
priorities and formulate policies.

o Develop and disseminate the evidence base on the

public health value of vaccines and immunization and

the added value of achieving equity in access and use
of immunization.

o Develop and disseminate the evidence base for the

broad economic benefits of immunization for

individuals, households, communities, and countries.

o Include immunization in the agendas of governing

body meetings at all levels and in other social, health

and economic forums.

« Create, or strengthen existing, independent bodies

that formulate national immunization policies (for

example, national immunization technical advisory
groups or regional technical advisory groups).

Inform and engage
opinion leaders
on the value of
immunization.

Strengthen
national capacity
to formulate
evidence-based
policies.

o Develop more effective ways for national regulatory
agencies, health sector coordination committees, and
interagency coordination committees to support
immunization programmes as part of disease control
programmes and preventive health care.

o Create regional forums and peer-to-peer exchange of
information, best practices and tools.

o Create expanded and more transparent mechanisms
for aggregating, sharing and using information to
monitor commitments.

coordinate the sharing of information and best practices among
countries, help bridge temporary funding gaps, and support capac-
ity strengthening by working with stakeholders in different country
settings (Table 3).

5.2. Strategic objective 2: individuals and communities
understand the value of vaccines and demand immunization as
both their right and responsibility

Significant improvements in coverage and programme sus-
tainability are possible if individuals and communities understand
the benefits and risks of immunization; are encouraged to seek
services; are empowered to make demands on the health sys-
tem; and have ownership of the planning and implementation of
programmes within their local communities. Although there has
generally been a high demand for vaccination services, accessing
hard-to-reach populations, attaining higher coverage levels and
achieving equity objectives may require additional approaches to
stimulate demand for vaccination.

Generating individual, household and community demand will
require using traditional platforms more effectively as well as
new strategies to convey the benefits of immunization, empha-
size immunization as a core component of the right to health and
encourage greater use of services. New efforts could take advantage
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of social media and approaches used by commercial and social mar-
keting efforts to promote immunization and address concerns. New
mobile and Internet technologies should also be utilized, draw-
ing on the experiences and successes of other innovative public
health campaigns. Communications and social research to iden-
tify the barriers to and drivers of vaccination should inform the
development of context-specific messages. Lessons on vaccines and
immunization should be included in the primary school education
curriculum. Multisectoral approaches that promote efforts, such as
female education and empowerment, will help improve utilization
of immunization and health services in general.

Where appropriate, programme strategies could also include
measures to provide an incentive both to households to seek immu-
nization services and to health care providers to improve their
performance in vaccinating children, particularly those that have
not been reached previously. At the household level, conditional
cash transfer programmes often include vaccination of children as
a requirement for receiving household income transfers. There is
evidence that such programmes may have a positive impact on
immunization coverage rates, even in countries with high coverage
rates, and particularly for more marginalized populations. Because
conditional cash transfer programmes are often administered in
countries as part of a broad package of social protection or poverty
alleviation measures, these programmes provide an opportunity to
link immunization programmes and health ministries with other
broader development initiatives, including those administered by
other ministries.

At the health facility level, both households and health care
providers can be further motivated by in-kind gifts at the time
of vaccination, or by giving performance-based financing bonuses
to providers. There is some early evidence to suggest that
performance-based financing of immunization services leads to
increasing numbers of children being vaccinated, although more
rigorous analysis of the impact of performance-based financing on
immunization is still being carried out.

Providing incentives to health care workers and households
through monetary and in-kind gifts has implementation challenges
that need to be carefully addressed. These schemes need to respect
the autonomy of beneficiaries. Social research is also needed to
determine the conditions under which incentives contribute to
improved coverage and the types and levels of incentives that are
appropriate for a given context. Demand-generation activities must
be coupled with mechanisms to ensure reliability of vaccine supply.

Some reasons for hesitancy are undoubtedly amenable to
improved communications and advocacy initiatives designed to
counteract growing anti-vaccination lobby groups and to increase
understanding of the value of vaccines or of the danger of diseases.
However, others are best addressed by ensuring the quality of the
services provided. Individuals will be less hesitant to use services
if they perceive the quality of those services to be acceptable. They
are more likely to come to vaccination sessions when scheduled
services are convenient and predictably available; when practical
counselling is offered about where and when to come for vacci-
nation and why, and about what to expect following vaccination;
when the health workers have a welcoming attitude; when wait-
ing times are reasonable; and when services are offered without
charge. Health care workers should receive training in effective
communication to enable them to deal with the media and with
local communities when there are reports of serious adverse events
following immunization, in order to allay fears and tackle vaccine
hesitancy.

Bringing about change will require the participation of indi-
viduals, households and communities in the development and
implementation of all demand-generation strategies. It will also
require new and stronger community-based advocates with local
knowledge, credibility and the front-line experience necessary to

drive change. The participation of in-country civil society organiza-
tions will be crucial to develop strong advocacy efforts and should
be supported by capacity building. Here again, an effort that pro-
motes collaboration between evidence generators and evidence
users could provide training for champions and link with local
social and professional networks, which are an important source
of grass-roots immunization champions. This will especially be
required as country programmes embrace a life-course approach
to immunization.

Current advocates must recruit new voices — potentially includ-
ing educators, religious leaders, traditional and social media
personalities, family physicians, community health workers and
immunization champions. Researchers and technical experts will
also have an important role in creating greater community aware-
ness and providing credible responses to misinformation regarding
immunization.

Generating individual and community demand will reinforce
country commitment to vaccines and immunization (strategic
objective 1). Activities to generate demand for vaccines and immu-
nization should build on the broader movement in order to help
people to hold their governments accountable for access to health
services (Table 4).

Table 4
Summary of recommended actions for strategic objective 2.

Individual and communities understand the value of vaccines and

demand immunization as both their right and responsibility.

Engage individuals o Engage in a dialogue which both transmits
and communities information and responds to people’s concerns
on the benefits of and fears.
immunization
and hear their
concerns.

o Utilize social media tools and lessons learnt

from commercial and social marketing efforts.

o Leverage new mobile and Internet-based

technologies.

o Include immunization in the basic education

curriculum.

e Conduct communications research.

o Create incentives for households and health

workers in favour of immunization, where

appropriate, while respecting the autonomy of
beneficiaries (for example, cash or in-kind
transfers, bundling of services, media
recognition).

o Conduct social research to improve the

delivery of immunization services and the

ability to meet the needs of diverse
communities.

e Recruit new voices, including those of

educators, religious leaders, traditional and

social media personalities, family physicians,
community health workers, and trained
immunization champions (among others).

o Train health-care workers in effective

communication techniques, especially to

address vaccine hesitancy and to respond to
reports of serious adverse events following
immunization in order to maintain trust and
allay fears.

« Engage, enable and support in-country civil

society organizations to advocate the value of

vaccines to local communities and
policy-makers and local and global media.

o Create national or regional advocacy plans

that involve in-country civil society

organizations.

o Link global, national and community

advocacy efforts with professional and

academic networks.

Create incentives
to stimulate
demand.

Build advocacy
capacity.
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5.3. Strategic objective 3: the benefits of immunization are
equitably extended to all people

Today, four out of every five children receive at least a basic set
of vaccinations during infancy and are therefore able to lead health-
ier, more productive lives. Unfortunately, this means one child in
every five is not being reached. In this decade, the benefits of immu-
nization should also be more equitably extended to all children,
adolescents and adults. Achieving this strategic objective will mean
that every eligible individual is immunized with all appropriate
vaccines - irrespective of geographic location, age, gender, disabil-
ity, educational level, socioeconomic level, ethnic group or work
condition - thereby reaching underserved populations and reduc-
ing disparities inimmunization both within and between countries.
Because disease burdens tend to be disproportionately concen-
trated in more marginalized populations, reaching more people will
not only achieve a greater degree of equity, but will also achieve a
greater health impact and contribute to economic development.
Furthermore, disease eradication and elimination goals cannot be
met without achieving and sustaining high and equitable coverage.

In 2002, WHO, UNICEF and other partners introduced the con-
cept of “Reaching Every District”, a first step toward achieving more
equitable coverage. Through its various operational components,
which include re-establishing outreach services, providing sup-
portive supervision, engaging with communities, monitoring and
use of data and district planning and resource management, the
Reaching Every District strategy was able to expand the provision
of immunization services. Similarly, initiatives aimed at disease
eradication and elimination or rapid mortality reduction have
used strategies, such as national or subnational immunization days
(for poliomyelitis eradication) and supplementary immunization
activities (for measles and rubella elimination, measles mortal-
ity reduction and neonatal tetanus elimination). More recently,
strategies collectively referred to as periodic intensification of rou-
tine immunization have been used to extend immunization to the
unreached, packaged together with other primary health care inter-
ventions.

Even these strategies continue to miss populations, for example
those that reside outside traditional social and governmental struc-
tures. To sustain the gains of these historical efforts and to achieve
and sustain disease control goals, the Reaching Every District strate-
gic approach should be recast as “Reaching Every Community”. To
attain more equitable coverage, the definition of community should
be expanded beyond geographically defined communities. Reach-
ing every community will mean aiming to encompass every eligible
individual, even those beyond typical government outreach.

Reaching every community will call for an understanding of the
barriers to access and use of immunization; it will also require the
underserved to be identified, and micro-plans at the district and
community levels to be reviewed and revised in order to ensure
that these barriers can be overcome. The rapid expansion of infor-
mation technology should be leveraged to establish immunization
registries and electronic databases that will allow each individual’s
immunization status to be tracked, timely reminders to be sent
when immunization is due and data to be accessed easily to inform
actions. The introduction of unique identification numbers could
be a catalyst for the establishment of such systems.

Drawing on the experiences of successful poliomyelitis vacci-
nation campaigns, decentralized planning and outreach should be
used to reach populations that are remote or nomadic or that have
been historically marginalized. New strategies for reaching the
urban poor and urban migrants will also be necessary. Given the
tenuous and evolving community structures and the inadequate
security involved, new approaches to community outreach will be
especially critical for reaching these groups. This is all the more true
in view of the fact that sometimes the most unifying force in these

urban and peri-urban areas is a shared and deep-seated mistrust of
outsiders, especially governments.

Implementing strategies to reach all underserved populations
will require engagement with the nongovernmental sector, includ-
ing civil society organizations and private sector organizations,
and will need to involve all aspects of immunization including
advocacy, social mobilization, service delivery and monitoring pro-
gramme performance. To support such collaboration, governments
should allocate increased resources to underserved communi-
ties and ensure that programmes have sufficient, well-trained
personnel to execute strategies effectively. Partnerships across
government sectors (for example, with educational institutions)
and coordination with programmes that focus on vulnerable
populations will be essential. In addition, efforts to provide high-
quality immunization services to all children will need to continue
unabated in order to protect gains already recorded.

There are other dimensions of equity that merit consideration
during the Decade of Vaccines (2011-2020), including disparities
between countries, adolescent and adult immunization, and immu-
nization during emergencies.

Historically, it took decades before new vaccines used in high-
income countries became available in low- and middle-income
countries. Steps are being taken to address this inequity, includ-
ing the introduction of new vaccines, with the support of the GAVI
Alliance. However, much more needs to be done to sustain and
extend these gains, particularly to middle-income countries.

A “life-course” approach must also be taken in order to make the
benefits of immunization available to all those at risk in every age
group. As diseases are being successfully controlled through infant
immunization, the need to boost immunity to sustain and extend
these gains is increasingly being recognized. In addition, new and
existing vaccines that are beneficial for school children, adolescents
and adults at special risk — such as health workers, immunocompro-
mised individuals, animal handlers, and the elderly - (for example,
vaccines against human papillomavirus, influenza and rabies) are
now available and being increasingly used. The success of efforts to
eliminate maternal and neonatal tetanus and the benefits to both
women and infants of influenza vaccination during pregnancy have
increased interest in exploring the development of other vaccines
that could be used during pregnancy (for example, group B strep-
tococcus or respiratory syncytial virus vaccines). This will mean
creating strategies for reaching individuals throughout their life
course, and developing plans for the systems that will monitor and
track progress.

Likewise, targeted plans are needed to ensure access to immu-
nization during humanitarian crises, outbreaks and in conflict
zones. These plans should include a focus on communication and
provision for the development of vaccine stockpiles.

Social and operational research is needed to inform the design
and test the effectiveness of the delivery strategies mentioned
above. Key areas of focus for this research could include iden-
tifying the main causes of low coverage in particular areas and
communities, assessing economic barriers toimmunization, under-
standing the best approaches for reaching individuals of various
ages, and assessing the most effective incentives for reaching dif-
ferent groups (Table 5).

5.4. Strategic objective 4: strong immunization systems are an
integral part of a well-functioning health system

The success of national immunization programmes in introduc-
ing new vaccines, attaining goals for quality, equity and
coverage, and becoming financially sustainable depends upon a
well-functioning health system. The many interconnected com-
ponents of an immunization system require multi-disciplinary
attention in order to build a cohesive, non-fragmented and
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Table 5
Summary of recommended actions for strategic objective 3.

The benefits of immunization are equitably extended to all people.
Develop and o Recast “Reaching Every District” to “Reaching
implement new Every Community” in order to deal with inequities
strategies to within districts.
tackle inequities.
« Engage underserved and marginalized groups to
develop locally tailored, targeted strategies for
reducing inequities.
o Introduce appropriate new vaccines into national
immunization programmes (see also objective 5).
o Establish a life-course approach to immunization
planning and implementation, including new
strategies to ensure equity across the life span.
e Prevent and respond to vaccine-preventable
diseases during disease outbreaks and
humanitarian crises, and in conflict zones.
o Track each individual’s immunization status,
leveraging immunization registries, electronic

Build knowledge
base and capacity

for enabling databases and national identification number
equitable systems.
delivery.

o Take advantage of community structures to
enhance communication and deliver services (for
example, traditional birth attendants, birth
registries).

« Involve civil society organizations in community
outreach and planning.

o Develop new approaches to community
engagement for urban and peri-urban areas.

o Train health workers and civil society
organizations in engaging communities, in
identifying influential people who can assist in
planning, organizing and monitoring health and
immunization programmes, as well as community
needs, and in working with communities to meet
those needs.

e Conduct operational and social science research
to identify successful strategies to reduce
inequities and improve the quality and delivery of
immunization services.

well-functioning programme that coordinates and works in syn-
ergy with other primary health care programmes.

Health systems encompass a range of functions from policy
and regulation to information and supply chain systems, human
resources, overall programme management and financing. Health
systems include both the public and private sectors, and in some
countries the private sector can play a valuable role in educat-
ing households about the need for and benefits of vaccination, as
well as providing health care. Some of these functions have been
dealt with in other sections of this document. This section dis-
cusses the actions required to foster greater coordination between
immunization and other programmes within health systems and
to strengthen the information, human resources, supply chain and
logistics components of health systems.

Immunization service delivery should continue to serve as a
platform for providing other priority public health interventions,
such as those for vitamin A supplementation, deworming, and
insecticide-treated bednets. Other priority programmes should
also serve as a platform for delivering immunization. Every con-
tact with the health sector should be used as an opportunity to
verify immunization status and provide immunization where indi-
cated. Furthermore, as new vaccines become available that target
some but not all pathogens that cause particular syndromes, such
as pneumonia, diarrhoea and cervical cancer, it is important that
their introduction be an opportunity to scale up the delivery of
complementary interventions. For example, the vaccines against
pneumococcus and rotavirus should be complemented with other
actions to protect, prevent and treat related respiratory and diar-
rhoeal diseases.

New vaccine deployment should therefore be accompanied by
comprehensive disease-control plans both within countries and
globally. Coordination of immunization with other services should
take place at all levels of a country’s programmes, involve out-
reach efforts and participation by health centres, and be a part of
programme management. Coordinating immunization with inte-
grated primary health-care programmes may also facilitate social
mobilization efforts, helping to generate community demand for
services (strategic objective 2) and address inequity (strategic
objective 3). Additionally, efforts should be made to ensure that
global vaccine programmes focused on eradication and elimination
goals (for example, poliomyelitis and measles campaigns) do not
operate in silos. The choice of mechanisms to promote greater inter-
action and coordination between different programmes should be
made by countries according to their local context. The synergies
and efficiencies as a result of integration and coordination will be
particularly beneficial in countries with fragile health systems.

Access to timely high-quality information is essential for effec-
tive immunization. Critical information includes process indicators
that allow programmes to monitor their performance and take cor-
rective action, and outcome indicators that measure the impact
of programmes. Output and impact indicators need to be ana-
lysed along with expenditures in order to identify bottlenecks and
best practices and to gauge overall programme efficiency (value
for money). Immunization information systems need to be linked
to broader health information systems, while remaining readily
accessible and meeting immunization programme needs.

Monitoring of immunization coverage and dropout rates has
been in place since the launch of the Expanded Programme on
Immunization to ensure programme effectiveness. Although the
quality and timeliness of data reporting have improved steadily
over the years, the quality of administrative coverage data is still
inadequate in many countries. Furthermore, the use of datain order
to take corrective action at district and community levels is still
unsatisfactory. New approaches to immunization tracking through
unique identification numbers (discussed in strategic objective 3)
can improve the quality of immunization coverage data and facili-
tate the development of comprehensive immunization registries.
New technologies, including hand-held communication devices
and mobile phones, can support this effort and facilitate data
sharing. Armed with higher-quality data and new data-analysis
tools, programme managers at all administrative levels can use
information to improve programme performance, allocate funding
appropriately, and track progress more effectively.

Disease surveillance is critical for informing decision-making
on the adoption of new vaccines and on the strategies for their use
in their respective national programmes. Such surveillance is also
essential for monitoring the impact of immunization and changes
in disease epidemiology, and for supporting sustained use. Robust
epidemiological data will also be crucial for understanding vaccine
effectiveness and guiding priorities in the research and develop-
ment community, and will help to identify the areas where research
and development is most needed (strategic objective 6). Disease
surveillance platforms need to be strengthened to improve the
quality and sharing of information. This will include strengthening
laboratory capacity for microbiological confirmation of diagnosis
and for tracking the spread of diseases using molecular typing tech-
niques.

On rare occasions, adverse reactions can affect the health of
vaccine recipients. More frequently, coincidental health events can
follow immunization and may be wrongly attributed to vaccines.
In both instances, it is extremely important to detect and analyse
promptly serious adverse events following immunization. To assist
low- and middle-income countries in managing such important
issues, WHO and its partners have developed the Global Vac-
cine Safety Blueprint. This strategic plan will enable the countries
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concerned to have at least minimal capacity for vaccine safety
activities; it will also enhance capacity for vaccine safety assess-
ment in countries that introduce newly developed vaccines, that
introduce vaccines in settings with novel characteristics or that
both manufacture and use prequalified vaccines; and it will estab-
lish a global vaccine safety support structure. Implementing the
Global Vaccine Safety Blueprint strategies to build capacity for
safety surveillance during the Decade of Vaccines (2011-2020) will
ensure that everyone everywhere receives the safest vaccines pos-
sible and that safety concerns are not a cause of hesitancy in using
vaccines.

The increasing complexity of immunization programmes and
ambitious new goals, mean that more trained health workers are
needed to manage the increased burden of work, including pro-
gramme managers at the national and subnational levels as well
as front-line workers who deliver services and interact directly
with communities. Programme managers need to be equipped with
technical knowledge about vaccines and immunization, as well as
with management skills. Front-line health workers, who deliver not
only vaccinations but also primary health care interventions and
health education, need coordinated, comprehensive and very prac-
tical pre- and in-service training, with updated, relevant curricula
and post-training supervision. Health-care workers need to be able
not only to explain why immunization is important, but also to give
advice toindividuals and communities on nutrition, create a health-
ier environment and recognize the danger signs when someone
falls ill. Immunization programmes should ensure that this train-
ing and supervision is effectively extended to community-based
health workers. Civil society organizations can help with training
and coordinating such workers.

Health workers can only be effective if sufficient supplies (vac-
cines, supplements and medicines) are available when they need
them. The influx of new vaccines has outstripped the capacity
of the current cold-chain system in many countries. Thus, sup-
ply chains and waste management systems urgently need to be
expanded and made more efficient and reliable. They should be
streamlined to maximize effectiveness. They should also take
into account and make an effort to minimize the environmental
impact of energy, materials and processes used for immuniza-
tion both within countries and globally. The availability of new
technologies provides the opportunity to innovate, not only to
improve immunization supply chain management, but also to seek
increased synergies with other sectors and supply systems for other
health interventions. Another potential area of innovation concerns
understanding the lessons learnt from private-sector practices and
supply chain management. In addition, tasks that could be out-
sourced to private sector companies in order to create greater
efficiency should be explored.

It will be essential to ensure that immunization supply sys-
tems are staffed with adequate numbers of competent, motivated
and empowered personnel at all levels. Likewise, improvements to
health information systems should also support the management of
resources, helping staff to ensure that adequate quantities of vac-
cines are always available to meet demand. Efforts to strengthen
supply chains should be implemented in such a way that they ben-
efit both immunization programmes and broader national health
efforts.

Developing stronger, more efficient, comprehensive approaches
to disease control and immunization will require health ministries
to take the lead in strengthening and coordinating immunization
programmes and health systems more broadly, including engag-
ing civil society organizations, academia and private practitioners.
They can draw on the expertise of academics to help develop
and deploy new tools and approaches to service delivery. Civil
society organizations can contribute to the development of inte-
grated programmes so that they are aligned with local realities

Table 6
Summary of recommended actions for strategic objective 4.

Strong immunization systems that are an integral part of a

well-functioning health system.

Develop o Ensure that global vaccine programmes focusing
comprehensive on eradication and elimination goals (for example,
and coordinated poliomyelitis and measles campaigns) are
approaches. incorporated into national immunization

programmes and do not operate independently.

o Ensure that new vaccine deployment is

accompanied by comprehensive plans to control

targeted diseases.

o Ensure coordination between the public and

private sectors for new vaccine introduction,

reporting of vaccine-preventable diseases and
administration of vaccines, and ensure quality of
vaccination in the public and private sectors.

o Consider the inclusion of vaccines (as appropriate

to national priorities) in health programmes across

the life-course.

o Improve the quality of all administrative data

concerning immunization and promote its analysis

and use at all administrative levels to improve
programme performance.

o Develop and promote the use of new

technologies for collection, transmission and

analysis of immunization data.

o Further strengthen and expand disease

surveillance systems to generate information for

decision-making, monitoring the impact of
immunization on morbidity and mortality and
changes in disease epidemiology.

« Ensure capacity for vaccine safety activities,

including capacity to collect and interpret safety

data, with enhanced capacity in countries that
introduce newly developed vaccines.

e Ensure that immunization and other primary

health-care programmes have adequate human

resources to schedule and deliver predictable
services of acceptable quality.

Strengthen
monitoring and
surveillance
systems.

Strengthen
capacity of
managers and
frontline
workers.

e Increase levels of pre-service, in-service and

post-service training for human resources, and

develop new, relevant curricula that approach
immunization as a component of comprehensive
disease control.

o Promote coordinated training and supervision of

community-based health workers.

o Innovate to improve cold-chain capacity and

logistics, as well as waste management.

Strengthen
infrastructure
and logistics.

e Minimize the environmental impact of energy,
materials and processes used in immunization
supply systems, both within countries and globally.
o Staff supply systems with adequate numbers of
competent, motivated and empowered personnel
at all levels.

o Establish information systems that help staff to
track the available supply accurately.

and incorporate community-based human resources. Communities
can ultimately hold their governments accountable by demanding
integrated services. Regional and global organizations can also help
by ensuring that data and best practices are shared in and across
countries and that country programmes have access to analytical
tools. Development partners can provide supplemental financial
resources if needed (Table 6).

5.5. Strategic objective 5: immunization programmes have
sustainable access to predictable funding, quality supply and
innovative technologies

To meet goals of the Decade of Vaccines (2011-2020), actions
must be taken both within countries and globally to increase
the total amount of available funding for immunization from
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both countries and development partners. Countries should ensure
the financial sustainability of national immunization programmes
through regular evaluation of resource needs; efficiency in service
delivery; availability of adequate domestic financing; and resource
mobilization from development partners to meet any funding gaps.
Governments also need to explore alternative and innovative finan-
cing mechanisms for health and immunization. Some countries
have established trust funds or use dedicated tax revenues, among
other strategies. In addition, it isimportant to move beyond budgets
and into expenditures. Governments can improve vaccine access
and prevent shortages of vaccines, immunization equipment or
health workers by assuring that budgeted funds are disbursed in an
ongoing and timely fashion that responds to programmes’ needs.

Although the financing of immunization services is first and
foremost a core responsibility of governments, development part-
ners should support national strategies through more predictable,
longer-term financing, and should also explore the next genera-
tion of innovative financing mechanisms. Emphasis needs to be
placed on mutual accountability between countries and their devel-
opment partners in terms of immunization financing. One possible
approach is to undertake annual resource tracking of immunization
financing from partners and governments alike. For both countries
and development partners, evidence-based advocacy and policy
efforts should be focused on obtaining a renewed commitment to
past funding pledges.

There is also a need to improve the allocation, accountabil-
ity and sustainability of funding. Coordinating funding support
from development partners and other external sources to target
national budget priorities will ensure that funds are addressing
the most pressing country needs. Funding allocation strategies
should be revised periodically to confirm they are achieving goals,
such as eradication and elimination of disease, as quickly and
as effectively as possible. Feedback loops should be established
to enhance programme sustainability, results and impact. One
potential methodology to explore is a pay-for-performance fund-
ing system. However, the merits of this approach must be balanced
against the importance of ensuring the predictability of funding,
the risks of creating perverse incentives, and the fact that imple-
mentation of such a scheme requires high-quality data. This would
include linking international, national, and local funding distribu-
tion to specific performance metrics and leveraging the resulting
metrics to promote programme improvement.

Innovative pricing and procurement mechanisms are needed
to alleviate funding pressure and to support the development and
scale-up of new and existing vaccines. Innovations will be partic-
ularly important for those lower-middle-income countries that do
not have access to the PAHO, UNICEF and GAVI Alliance pricing
and procurement mechanisms. Mechanisms to explore include dif-
ferential pricing using new approaches to define price tiers and
pooled negotiation or procurement methods for lower-middle-
income countries. Current pooled procurement models exist in
both the vaccines and pharmaceuticals markets. One example is the
PAHO revolving fund pooled procurement and short-term credit
mechanism. This and other models could be assessed and modified
to best suit the needs of the lower-middle-income countries and
the individual vaccine markets.

The provision of long-term sustainable funding will be an
incentive to manufacturers, thereby improving supply security. In
addition, supply-side interventions are needed. A growing propor-
tion of affordable vaccines that are used to immunize the world’s
population are manufactured in middle- and lower-middle-income
countries. In the coming decade, these countries will not only
have a requirement to ensure the quality, safety and efficacy of
vaccines used domestically, but also a growing global obligation
to protect and enhance the security of the global immunization
enterprise. Potential supply-side interventions to ensure quality,

safety and efficacy include identifying and disseminating best prac-
tices in manufacturing and quality control, investing in research
and development capabilities, and initiating technology transfers
and co-development agreements.

A crucial but often overlooked key driver underpinning all
these interventions is the quality assurance of vaccines. Good-
quality assurance relies crucially on effective standardization,
which ensures that each vaccine product can be manufactured
consistently and also enables multiple manufacturers to make sim-
ilar products of the same quality. Normative processes to achieve
globally harmonized standards for vaccines already exist, including
international biological reference materials, but action is needed to
strengthen global standardization.

In addition, each country should develop the capacity to mon-
itor and assure the safe use of vaccines, in line with the strategy
defined in the WHO Global Vaccine Safety Blueprint initiative (as
discussed under strategic objective 4). Action should also be taken
to strengthen national regulatory systems and develop globally
harmonized regulations in order to ensure that the increasing
demand for regulatory reviews can be managed in an effective and
timely manner. This is an issue not just for low- and middle-income
countries involved in technology transfer, but also for regulatory
agencies in high-income countries where expertise and resources
need to be maintained. These supply-side interventions need to be
based on solid business cases developed by countries to ensure the
impact of these significant and long-term investments.

Making change happen with respect to sustainable funding will
require commitments from governments and development part-
ners to increase resources and improve programme efficiencies, as
well as from additional countries joining the development partner
ranks. Likewise, sustainable supply will require the multisectoral
involvement of governments (for example, the science and tech-
nology, trade, industry and health sectors) in order to create an
environment that helps suppliers to strengthen their capabilities.
Emerging economies have a particularly important role to play in
both cases, given their high rate of economic growth and the rapid
expansion of the supply base there.

To increase alignment, activities currently performed by the
UNICEF Supply Division and the GAVI Alliance to improve commu-
nication and coordination among countries, vaccine manufacturers
and public-sector organizations should be further expanded.
Countries need a forum where they can more clearly communi-
cate expected demand for new vaccines and provide guidance on
desired product profiles. This first-hand information would enable
suppliers to make more informed product development and capac-
ity planning decisions, thereby mitigating product development
and supply risk. This information would also help development
partners and other public-sector organizations to establish more
defensible and reliable strategies and support plans. This forum
could further be utilized to enable suppliers to accurately commu-
nicate the possible current and future range of pricing and supply to
countries, and for countries to share information on and experience
with vaccine procurement (Table 7).

5.6. Strategic objective 6: country, regional and global research
and development innovations maximize the benefits of
immunization

In the coming decade, targeted and innovative research and
development efforts are needed across discovery, development and
delivery. Innovative research and development efforts will lead
to: (1) identification of mechanisms of protection and pathogen-
esis; (2) well-defined and novel antigenic targets for development
of new vaccines; (3) development of bio-processing, formu-
lation, manufacturing and delivery technologies for new and
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Table 7
Summary of recommended actions for strategic objective 5.

Immunization programmes have sustainable access to long-term

funding and quality supply.

Increase total o Establish a commitment for governments to
amount of invest in immunization according to their ability to
funding. pay and the expected benefits.

« Engage new potential domestic and development

partners and diversify sources of funding.

« Develop the next generation of innovative

financing mechanisms.

« Explore differential pricing approaches to define

explicit criteria for price tiers and the current and

future prices to be made available to lower
middle-income and middle-income countries.

« Explore pooled negotiation or procurement

mechanisms for lower-middle-income and

middle-income countries.

o Strengthen budgeting and financial management

in-country to better integrate financial and health

care planning and priority setting.

Increase
affordability for
middle-income
countries.

Improve allocation
of funding in
low- and
middle-income
countries.

o Coordinate funding support from development

partners and other external sources.

e Evaluate and improve funding support

mechanisms on the basis of their effectiveness in

reaching disease goals.

« Base funding on transparency and objectivity in

order to ensure the sustainability of programmes.

o Promote the use of cost and cost-benefit

arguments in fund raising, decision-making, and in

defence of immunization funding.

« Explore pay-for-performance funding systems.

o Build and support networks of regulators and

suppliers to share best practices and to improve

quality assurance capabilities and quality control.

o Develop tools to strengthen global

standardization of manufacturing and regulatory

processes.

o Strengthen national regulatory systems and

develop globally harmonized regulations.

o Provide a forum where countries can

communicate expected demand for vaccines and

technologies and provide guidance to
manufacturers on desired product profiles.

Secure quality
supply.

improved vaccines; and (4) development of disease-burden and
cost-effectiveness data for in-country decision-making.

WHO has conducted a detailed study of disease prioritization
and the Institute of Medicine in the United States of Americais in the
process of developing a model designed to assist decision-makers
in prioritizing preventive vaccines based on health, economic,
demographic, programmatic and social impact criteria, as well
as scientific, technical and business opportunities. The Decade of
Vaccines collaboration has not undertaken a vaccine or disease pri-
oritization exercise. To complement the above efforts, a spectrum
of research and development needs is presented across discovery,
development and delivery, from which stakeholders can choose
to invest according to their own priorities and perceptions of the
return on their investments.

Across all research and development activities, increased
engagement and consultation with end-users is needed to ensure
that technologies and innovation are prioritized according to real
demand and added value. New arrangements will also be required
to facilitate the transfer of technologies and access to and shar-
ing of associated information, while acknowledging and respecting
intellectual property rights. In order to support this work and max-
imize its effectiveness of, scientists from disciplines not previously
engaged in vaccine research (systems biology, nanotechnology,
structural biology and metabolomics) will need to be recruited.
Chemical and mechanical engineers, chemists and information

technology specialists will also have key roles to play in this endeav-
our.

In addition, capacity building and human resource devel-
opment are needed in low- and middle-income countries to
conduct research and development, including finding better
ways to conduct operational research and evaluate immuniza-
tion programmes. Research and development is being conducted
in institutions of excellence in many low- and middle-income
countries. This capacity is producing indigenous data, as well as
fostering bilateral and multilateral collaboration in basic sciences
and vaccine development. Capacity can be further strengthened
through peer-to-peer training and exchanges between countries.
Greater networking among research centres (from discovery to
clinical trials) will facilitate the exchange of ideas and the efficient
building of partnerships among institutions in high-, middle- and
low-income countries.

Discovery and basic research will lay the groundwork for impact
in future decades. Research at the interface between host and
pathogen is needed to enable the development of new vaccines.
Advancing knowledge of innate and adaptive immune responses
will permit more rational vaccine design. Strengthening the under-
standing of immunologic and molecular characteristics of microbes
through systems biology will permit the identification of new
antigenic targets for vaccine development and effective ways of
predicting protective immune responses and mechanisms of pro-
tection. Appropriate studies of host genetics and biomarkers will
contribute to understanding the causes of variation in human pop-
ulation responses to vaccines, or susceptibility to adverse effects.

For the development of new and improved vaccines and
vaccine technologies, the research and development commu-
nity will benefit from adopting best practices in portfolio and
partnership management, including the identification of early
indicators of success and failure to inform milestone-based invest-
ments. The community should also consider new approaches to
ensure promising vaccine candidates are advanced from discov-
ery to development, particularly where market incentives are
insufficient. This is especially important for vaccines to prevent
“neglected” diseases.

Research is needed to accelerate development, licensing and
uptake of vaccines that are currently in early development, includ-
ing development of technologies for more efficacious and less
expensive manufacturing of vaccines. Greater access to the technol-
ogy and associated information for adjuvants and their formulation
into vaccines is needed for advances in developing new and more
effective vaccines. Non-syringe delivery mechanisms and vaccine
packaging that best suit the needs and constraints of countries, as
well as thermostable vaccines and new bioprocessing and manufac-
turing technologies, are priority research areas for accelerating the
development of next-generation vaccines that are more effective,
less expensive and easier to manufacture and deliver.

Additionally, the elaboration and aggressive pursuit of a global
regulatory science agenda will improve manufacturing efficiency,
better characterize products, improve clinical trial design and safe-
guard the highest standards for vaccine safety and efficacy. The
challenge is considerable in achieving understanding of the adverse
effects, finding ways to avoid them and yet not compromising the
known efficacy of the existing product — and without incurring
the costs of developing, testing and registering a new product. In
this dimension, research on animal models and in vitro systems
that better predict safety and efficacy would shorten the time for
developing safe and effective vaccines and for making them avail-
able to communities. Knowledge of the correlates of protection and
safety will greatly help to bring these second-generation products
to licensure and use.

With respect to delivery, priority areas to improve programme
efficiency and increase vaccine coverage and impact should include
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research on the use of effective information through modern com-
munication technologies and social research in order to understand
the cultural, economic and organizational determinants of immu-
nization. Health economic analysis will guide the introduction and
prioritization of vaccines, and hence representative epidemiologi-
cal, immunological and operational studies and studies of vaccine
impact will be needed.

Operational research on the most effective delivery approaches
is also needed in order to overcome the challenges posed by
life-course immunization (newborn, infant, adolescent, pregnant
women, elderly, among others) and vaccination in emergency
and outbreak situations. Research on immunological interference
effects and optimization of delivery schedules will be required
as more new vaccines are introduced into routine programmes
and immunization is extended beyond the first year of life. In
the case of special populations, such as pregnant women, con-
firmation of safety will be particularly important. Furthermore,
research is required in order to develop bio-markers for validating
immunization coverage estimates and enabling better measure-
ment of population-level immunity profiles. In addition, research
to develop field-usable and cost-effective diagnostic tools for
establishing etiology that are suited for use at point-of-care in
low-income countries will be valuable additions to improving
surveillance quality.

Concerted action among the research community, manu-
facturers, health professionals, programme managers, national
immunization technical advisory groups, vaccine regulatory agen-
cies and development partners will be needed to attain the full
potential of research and development in the next decade. Methods
and arguments for prioritization and allocation of scarce resources
will have to be agreed upon by these groups, balancing the ten-
sions between country-driven choices and the need for large-scale
research efforts and markets in order to sustain development and
commercialization. Health professionals, programme managers,
vaccine regulatory agencies and national immunization technical
advisory groups can help to identify areas where innovations could
be made, and assess their real demand and added value. Devel-
opment partners can help promote a judicious allocation of some
resources for research and development, according to the agreed
priorities. The research community and manufacturers will have
prime responsibility for promoting innovation and pursuing the
research agenda defined above (Table 8).

6. Health returns on investment in immunization

The Global Vaccine Action Plan has outlined a set of ambitious
goals and strategic objectives for the decade to broaden the impact
and reach of immunization across the globe. By extending cover-
age for existing vaccines, introducing new vaccines and pursuing
elimination and eradication for specific diseases, millions of deaths
can be averted and billions of dollars in economic benefit can be
generated.

It is projected that costs to sustain and scale up current
immunization programmes, introduce new and underutilized vac-
cines, and conduct supplemental immunization activities to reach
elimination and eradication goals in the world’s 94 low- and lower-
middle-income countries will rise from between US$ 3500 million
and US$ 4500 million in 2011 to between US$ 6000 million and US$
8000 million in 2020, costing approximately between US$ 50 000
million and US$ 60 000 million cumulatively over the course of the
decade (from 2011 to 2020). The following estimates all pertain to
these 94 countries.?

9 Countries included in the scope of the costing analysis include 92
low- and lower-middle-income countries according to the July 2011

Table 8
Summary of recommended actions for strategic objective 6.

Country, regional, and global research and development innovations
maximize the benefits of immunization.
Expand capabilities « Engage with end-users to prioritize vaccines and
and increase innovations according to perceived demand and added
engagement value.
with end-users.
o Establish platforms for exchange of information on
immunization research and consensus building.
o Build more capacity and human resources in low-
and middle-income countries to conduct research and
development and operational research.
o Increase networking among research centres for
efficient building of partnerships among the
institutions of high-, middle- and low-income
countries.
o Promote collaboration between traditional research
disciplines and scientists from disciplines not
previously engaged in vaccine research.
o Research on the fundamentals of innate and adaptive
immune responses, particularly in humans.

Enable the
development of
new vaccines.

o Research on immunological and molecular

characteristics of microbes.

o Improve understanding of the extent and causes of

variation in pathogens and human population

responses to vaccines.

« Promote greater access to technology, expertise and

intellectual property for adjuvants and their

formulation into vaccines.

Accelerate
development,
licensing and

uptake of

vaccines.
o Develop non-syringe delivery mechanisms and
vaccine packaging that best suit the needs and
constraints of national programmes.
o Develop thermostable rotavirus and measles
vaccines.
e Develop new bioprocessing and manufacturing
technologies.
« Develop a global, regulatory science research agenda.
o Adopt best practices in portfolio and partnership
management for research and development.

Improve o Research the use of more effective information

programme through modern communication technologies.

efficiencies and

increase

coverage and

impact.

o Conduct representative epidemiological,
immunological, social and operational studies and
investigations of vaccine impact to guide health
economics analysis.

o Perform operational research on improved delivery
approaches for life-course immunization, and
vaccination in humanitarian emergencies, so-called
fragile States and countries in and emerging from
conflict.

o Perform research on interference effects and
optimum delivery schedules.

o Perform research to develop improved diagnostic
tools for conducting surveillance in low-income
countries.

An estimated US$ 42 000 million to US$ 51 000 million of
these costs (roughly 85% of the total) will support expanding rou-
tine immunization coverage and introducing additional vaccines to
routine immunization programmes.!? For example, pneumococcal

World Blank Classification (available at http://www.icsoffice.org/Documents/
DocumentsDownload.aspx?Documentid=474, accessed 11 April 2012) in addition
to two upper-middle-income countries (Azerbaijan and Cuba) which receive GAVI
Alliance support for existing vaccines, but which have graduated from support for
future vaccines.

10 Dpiseases covered by the vaccines included in the scope of the costing analysis
include: diphtheria-tetanus-pertussis, hepatitis B, Haemophilus influenzae type b,
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vaccine coverage for the birth cohort in the 94 countries is projected
to go from 8% in 2011 to approximately 90% by 2020. Similarly,
coverage with the pentavalent vaccine (against diphtheria-tetanus-
pertussis hepatitis Band Hib) is projected to move from 50% in 2011
to more than 90% by 2020. To take another example, it is anticipated
that up to five additional vaccines that are currently not licensed
or widely used in low- and lower-middle-income countries will
be introduced across many of the countries in the analysis dur-
ing the decade: vaccines against cholera, dengue and malaria,
inactivated poliovirus vaccine, and typhoid Vi conjugate vaccine.
Delivery programmes will need to be strengthened to ensure they
meet current needs, are well-maintained over the decade, have
sufficient capacity to accommodate additional vaccines that are
planned to be introduced, and facilitate immunization coverage
aspirations across low- and lower-middle-income countries. As
a consequence, the costs of annual routine immunization will
increase from approximately US$ 2500 million in 2011 to US$ 7500
million by 2020.

Of these costs, an estimated cumulative figure of between US$
8000 million and US$ 9000 million (the remaining 15% of the total)
will be for supplementary immunization activities for accelerated
disease control and eradication and elimination efforts throughout
the decade, which will complement routine immunization pro-
grammes. This analysis assumes that these efforts will be focused
on measles, meningococcus A meningitis, poliomyelitis, rubella,
tetanus and yellow fever.

The costs described above for routine and supplementary immu-
nization activities encompass the projected costs of the acquisition
of vaccines and injection supplies, as well as the delivery of those
vaccines and supplies, including transportation and cold chain
logistics, human resources, training, social mobilization, surveil-
lance and programme management. These costs do not include
the additional costs or efficiencies that may be generated through
the actions recommended in the Global Vaccine Action Plan where
there is an insufficient evidence base for these costs at this time.
Specifically, it does not include the additional cost of scaling up
seasonal influenza vaccination or the additional resource needs
for increased surveillance, increased civil society engagement, and
current and additional technical agency support to implement the
Global Vaccine Action Plan. Nevertheless, the costs do represent
the majority of the cost of achieving the strategic objectives of the
Decade of Vaccines (2011-2020).

The governments of low- and lower-middle-income countries
will continue to play a pivotal role in meeting resource needs.
Assuming that country funding forimmunization grows in line with
projected gross domestic product and all GAVI Alliance-eligible
countries fully meet its co-financing requirements, it is estimated
that the available funding from country governments for routine
immunization and supplemental immunization activities could
total approximately US$ 20,000 million over the decade. In addi-
tion, if the GAVI Alliance renews its current level of funding for
the 2016-2020 period, its resources will generate an estimated
additional US$ 12,000 million of funds for the decade, approxi-
mately US$ 11,000 million for routine immunization programmes
and approximately US$ 1000 million for programmes involving
supplementary immunization activities. Based on these assump-
tions, country governments and the GAVI Alliance combined could
provide a total of approximately US$ 32,000 million in funding for
the decade. These estimates could be considered the minimum
available financing over the decade because they do not include
contributions from development partners beyond that provided

human papillomavirus, Japanese encephalitis, measles, meningococcus A, mumps,
pneumococcus, poliomyelitis, rotavirus, rubella, tuberculosis and yellow fever.

through the GAVI Alliance (owing to the considerable uncertainty
surrounding future levels of development partner financing).

Meeting the estimated US$ 18,000 million to US$ 28,000 million
in additional funding will require commitment from all stakehol-
ders, with governments needing to continue making immunization
a priority in resource allocation decisions; development partners
needing to sustain and bolster access to funding for immunization
in spite of competing priorities; and the entire community need-
ing to continue efforts to reduce the cost of vaccine acquisition and
immunization service delivery.

All stakeholders investing together will drive a significant health
and economic impact. Work to sustain or extend coverage of exist-
ing vaccines and efforts to introduce new vaccines, if undertaken
together, have the potential to avert millions of future deaths,
as well as hundreds of millions of cases of disease, and generate
hundreds of billions of dollars in economic impact over the decade.

As an example of the potential impact of immunization, a
sub-analysis of 10 vaccines, delivered during the decade,!! that rep-
resent an estimated US$ 42,000 million of the US$ 50,000 million
to US$ 60,000 million cost for the decade, have the potential to
avert in total between 24 and 26 million future deaths (Table 9) as
compared with a hypothetical scenario under which these vaccines
have zero coverage.!2

The figures for deaths averted represent the full estimated ben-
efits that can be achieved during the decade for these 10 vaccines,
through sustaining or enhancing current immunization levels and
introducing additional vaccines into the national immunization
programmes of the selected countries, using no vaccination as the
counterfactual. They are not limited to only the incremental ben-
efits of the additional actions undertaken during the Decade of
Vaccines (2011-2020).

The current projections of costs, available funding and health
impact will evolve as additional analysis is completed and new
and better data become available. Additional analysis will allow
for the expansion of the scope described by this document, includ-
ing increasing the number of diseases covered by the cost and
health benefits analysis, quantifying impact on morbidity, quan-
tifying economic benefits and further increasing the level of detail
of costing and funding projections. Additional analysis is needed
in order to better understand vaccine research and development
costs and benefits, which are not included in the current projec-
tions. New and better data will, among other things, enhance the
analysis with revised disease burden statistics, better vaccine price
forecasts, improved population information and more consistent
data across all countries. In addition, a process should be developed
and maintained to allow for updates to cost, funding, and health and
economic impact estimates at the country and global levels, ideally
on an annual basis. This will facilitate enhanced planning, coordi-
nation and engagement among the many stakeholders that will be
required to achieve the strategic objectives and goals of the Decade
of Vaccines (2011-2020).

7. Continuing momentum for the Decade of Vaccines
(2011-2020)

Ensuring success throughout the Decade of Vaccines requires
additional focus and action beyond the development of the Global

1 Vaccines included in health benefits analysis cover the following diseases in
countries representing 99.5% of the birth cohort of the 94 countries included in the
costing analysis: hepatitis B, Heemophilus influenzae type b, human papillomavirus,
Japanese encephalitis, meningitis A, pneumococcus, rotavirus, rubella, yellow fever
and measles.

12 pata were insufficient to estimate morbidity averted through immunization in
these countries.
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Table 9
Total future deaths averted, 2011-2020, assuming no vaccination as the
counterfactual.

Group Vaccine No. of future deaths
averted®P
Original Expanded Measles 1st dose 10.6 M
Programme on
Immunization
vaccine©
Measles 2nd dose 04M
Measles supplementary 3.1M
immunization activities
New or Hepatitis B4 5.3-6.0M
underutilized
vaccines
Haemophilus influenzae 1.4-1.7M
type b
Pneumococcus 1.6-1.8M
Rotavirus 0.8-0.9M
Human papillomavirus 0.5M
Yellow fever® 0.03-0.04M
Meningococcal A 0.03M
meningitisf
Japanese encephalitis® 0.07M

Rubella 04M
Total (2011-2020) 24.6-25.8M

2 The estimated future deaths averted was developed by a working group that
included staff from WHO, the GAVI Alliance, the Bill & Melinda Gates Foundation
and PATH. The estimate uses a mix of static and dynamic cohort models and various
data sources across the 10 vaccines, including the Lives Saved Tool. Vaccine coverage
projections are from the GAVI Strategic Demand Forecast 4.0 (4 October 2011) and
from the GAVI Adjusted Demand Forecast.

b Ranges shown for estimates where alternative assumptions were considered for
the scope of countries and the demand forecast.

¢ Data were insufficient to allow estimation of deaths averted from BCG, diphthe-
ria, tetanus or pertussis vaccines.

d Scaled up in the decade 2001-2010.

¢ Disease burden limited to only a few regions.

f Same as above.

& Same as above.

Vaccine Action Plan. Four critical sets of activities will be required
in order to translate the action plan into actions and results: devel-
opment of tools for translation of the plan; development of a
complete accountability framework; securing commitments from
the stakeholder community; and communicating Decade of Vac-
cines opportunities and challenges.

Tools are needed that provide the full thinking behind the Global
Vaccine Action Plan, together with details, to enable implemen-
tation. The production, publication and communication of these
tools will help stakeholders better understand how to translate the
actions recommended in the action plan into the local context.

The Global Vaccine Action Plan lays the groundwork for an
accountability framework, which will be finalized with more
detailed roles and responsibilities for stakeholders, a complete set
of indicators, the methodology and data sources for each indica-
tor detailed and baselines established where required. Investments
are needed to improve data quality and develop more robust in-
country monitoring and evaluation systems. Regular audits should
be conducted to verify data quality. Progress should be reviewed
annually, beginning in 2013, by country, the WHO regional com-
mittees and the Health Assembly.

Commitments aligned to the Global Vaccine Action Plan from
countries, civil society organizations, multilateral agencies, devel-
opment partners and vaccine manufacturers can transform the
action plan from a document to a movement. Efforts to build these
commitments and a strategy for coordinating them will be required
at the global, regional and country levels. Appropriate channels
must be identified and targeted communications developed to
ensure that Decade of Vaccines messages reach and resonate with
all stakeholders.

The period of time immediately following the Sixty-fifth World
Health Assembly will be critical for ensuring that the agenda-
setting translates into effective action. Key opportunities to sustain
and build on the current momentum during the remainder of 2012
include the WHO regional committee meetings, the meeting of the
Board of the GAVI Alliance, the UNICEF Executive Board meeting,
the GAVI Alliance Partners’ Forum and the Child Survival: A Call to
Action summit.

The Decade of Vaccines collaboration is a time-limited effort
that ends with the completion of the Global Vaccine Action Plan
and related activities identified above. There will be no new
structure to support the implementation phase of the Decade of
Vaccines/Global Vaccine Action Plan. Lead stakeholders need to
assume ownership to support implementation and progress mon-
itoring.

WHO will play a leadership role for the action plan as the
normative lead agency in global health, including the defining of
norms and standards for production and quality control of vac-
cines, as well for strengthening immunization delivery, programme
monitoring and surveillance systems. In collaboration with other
stakeholders, the WHO Secretariat will also advocate for and
provide technical support to Member States in promoting greater
country ownership, creating synergies between immunization
and other primary health-care programmes and implemen-
ting research, notably to increase programme efficiencies and
impact.

8. World Health Assembly Resolution

SIXTY-FIFTH WORLD HEALTH ASSEMBLY WHA65.17

Agenda item 13.12 26 May 2012

Global Vaccine Action Plan

The Sixty-fifth World Health Assembly,

Having considered the report on the draft Global Vaccine Action
Plan!3;

Recognizing the importance of immunization as one of the
most cost-effective interventions in public health, which should
be recognized as a core component of the human right to
health;

Acknowledging the remarkable progress made in immunization
in several countries to ensure that every eligible individual is immu-
nized with all appropriate vaccines, irrespective of geographical
location, age, gender, disability, educational level, socioeconomic
level, ethnic group or work condition;

Applauding the contribution of successful immunization pro-
grammes in achieving global health goals, in particular in reducing
childhood mortality and morbidity, and their potential for reducing
mortality and morbidity across the life-course;

Noting that the introduction of new vaccines targeted against
several important causes of major killer diseases such as pneumo-
nia, diarrhoea and cervical cancer can be used as a catalyst to scale
up complementary interventions and create synergies between pri-
mary health care programmes; and that beyond the mortality gains,
these new vaccines will prevent morbidity with resulting economic
returns even in countries that have already succeeded in reducing
mortality;

Concerned that, despite the progress already made, disease
eradication and elimination goals such as the eradication of
poliomyelitis, the elimination of measles, rubella, and maternal and
neonatal tetanus cannot be met without achieving and sustaining
high and equitable coverage;

13 WHO Document A65/22.
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Concerned that low-income and middle-income countries
where the adoption of available vaccines has been slower may
not have the opportunity to access newer and improved vaccines
expected to become available during this decade;

Alarmed that globally routine immunization services are not
reaching one child in five, and that substantial gaps persist in rou-
tine immunization coverage within countries;

Recalling resolutions WHA58.15 and WHAG61.15 on the global
immunization strategy,

1. ENDORSES the Global Vaccine Action Plan;

2. URGES Members States:

(1) to apply the vision and the strategies of the Global Vac-
cine Action Plan in order to develop the vaccines and
immunization components of their national health strategy
and plans, paying particular attention to improving perfor-
mance of the Expanded Programme on Immunization, and
according to the epidemiological situation in their respective
countries;

(2) to commit themselves to allocating adequate human and finan-
cial resources to achieve the immunization goals and other
relevant key milestones;

(3) to report every year to the regional committees during a ded-
icated Decade of Vaccines session, on lessons learnt, progress
made, remaining challenges and updated actions to reach the
national immunization targets;

3. REQUESTS the Director-General:

(1) to foster alignment and coordination of global immunization
efforts by all stakeholders in support of the implementation of
the Global Vaccine Action Plan;

(2) to ensure that the support provided to the Global Vac-
cine Action Plan’s implementation at regional and country
level includes a strong focus on strengthening routine
immunization;

(3) to identify human and financial resources for the provi-
sion of technical support in order to implement the national
plans of the Global Vaccine Action Plan and monitor their
impact;

(4) to mobilize more financial resources in order to support imple-
mentation of the Global Vaccine Action Plan in low-income and
middle-income countries;

(5) to monitor progress and report annually, through the Executive
Board, to the Health Assembly, until the Seventy-first World
Health Assembly, on progress towards achievement of global
immunization targets, as a substantive agenda item, using the
proposed accountability framework to guide discussions and
future actions.

Tenth plenary meeting, 26 May 2012 A65/VR/1
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SUMMARY OF RECOMMENDED INDICATORS

Proposed goal-level indicators and targets.?

Goal

Target by 2015

Target by 2020

Achieve a world free of
poliomyelitis

Meet global and

regional elimination
targets

Meet vaccination

o Interrupt wild poliovirus
transmission globally (by
2014)

o Neonatal tetanus
eliminated in all WHO
regions

o Measles eliminated in at
least four WHO regions

o Rubella/congenital
rubella syndrome
eliminated in at least two
WHO regions

o Reach 90% national

o Certification of
poliomyelitis
eradication (by 2018)
e Measles and rubella
eliminated in at least
five WHO regions

o Reach 90% national

Strong immunization systems o Dropout rate between first dose and third

are an integral part of a dose of
well-functioning health diphtheria-tetanus-pertussis-containing
system vaccines

o Sustained coverage with
diphtheria-tetanus-pertussis-containing
vaccines > 90% for three or more years

o Immunization coverage data assessed as
high quality by WHO and UNICEF

o Number of countries with case-based
surveillance for vaccine-preventable
diseases that meets quality standards

Immunization programmes
have sustainable access to
predictable funding, quality
supply and innovative
technologies®

« Percentage of doses of vaccine used
worldwide that are of assured quality

Country, regional and global o Progress towards development of

coverage targets in
every region, country
and community

Develop and introduce
new and improved
vaccines and
technologies

Exceed the Millennium
Development Goal 4
target for reducing
child mortality

coverage and 80% in every
district or equivalent
administrative unit with 3
doses of diphtheria-
tetanus-pertussis
containing vaccines

o At least 90 low-income
and middle-income
countries have introduced
one or more new or
underutilized vaccines

o Reduce by two thirds,
between 1990 and 2015,
the under-five mortality
rate(Target 4.A)

coverage and 80% in
every district or
equivalent
administrative unit
with all vaccines in
national programmes,
unless otherwise
recommended

o All low-income and
middle-income
countries have
introduced one or
more new or
underutilized vaccines
e Licensure and launch
of vaccine or vaccines
against one or more
major currently
non-vaccine
preventable diseases
Licensure and launch of
at least one platform
delivery technology

o Exceed the
Millennium
Development Goal 4
Target 4.A for reducing
child mortality

research and development
innovations maximize the

vaccines against HIV infection, tuberculosis
and malaria

2 These proposed indicators will be presented to the WHO EB and World Health
Assembly for final review in 2013. The Strategic Advisory Group of Experts on immu-
nization the Decade of Vaccines working group that will review the GVAP annual
progress report will also consider the development and addition of indicators that
measure equity in access to vaccines between countries, and an indicator to monitor
integration of immunization systems into broader health systems.

Strategic objective-level indicators.

Global vaccine action plan’s Indicators

strategic objective

All countries commit
themselves to immunization
as a priority

o Domestic expenditures per person
targeted

o Presence of an independent technical
advisory group that meets defined criteria

Individuals and communities
understand the value of
vaccines and demand
immunization both as a right
and a responsibility

o Percentage of countries that have
assessed (or measured) confidence in
vaccination at subnational level?

o Percentage of unvaccinated and
under-vaccinated people in whom lack of
confidence was a factor that influenced
their decision?

The benefits of immunization
are equitably extended to all
people

o Percentage of districts with 80% or
greater coverage with three doses of
diphtheria-tetanus-pertussis-containing
vaccine

o Reduction in coverage gaps between
lowest and highest wealth quintile and
another appropriate equity indicator

benefits of immunization o Progress towards a universal influenza
vaccine (protecting against drift and shift
variants)

o Progress towards institutional and
technical capacity for conducting vaccine
clinical trials

o Number of vaccines that have either been
re-licensed or licensed for use in a
controlled-temperature chain at
temperatures above the traditional 2-8 °C
range

o Number of vaccine-delivery technologies
(devices and equipment) that have
received WHO pre-qualification compared
to 2010

2 Provisional indicator to be finalized in light of the outcomes of pilot assessments
in selected regions.

b Report on progress will also narrate advances in vaccine supply, pricing and
procurement.

ANNEX 2.

STAKEHOLDER RESPONSIBILITIES

There is an opportunity to achieve real progress in the next
decade. Realization of this potential is contingent upon all stake-
holders having clearly defined and coordinated responsibilities.
Primary responsibility is held by individuals and communities,
governments and health professionals, as recipients and providers
of immunization respectively. Other stakeholders also have an
important role in achieving the objectives.

Individuals and communities, as recipients of immunization,
should do the following:

e Understand the risk and benefits of vaccines and immu-
nization, viewing this as part of being a responsible
citizen.

e Demand safe and effective immunization programmes as a right
from their leaders and government, and hold leaders and govern-
ment accountable for providing them.

¢ Participate in public-health discussions and be involved in key
decisions about immunization processes.

e Participate and contribute to the immunization delivery process
and convey the needs and perspectives of their communities to
the policy-makers.

Governments, as the main providers of immunization, should
do the following:

¢ Increase support for national immunization programmes and
ensure financial sustainability by 2020.
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¢ Depending upon countries’ income and as economies grow, fund
anincreasing proportion of domesticimmunization programmes,
progressing to the full funding of domestic programmes, and then
funding global immunization efforts.

Develop and introduce laws, regulations, and policies that
support immunization programmes and a secure, high-quality
supply base, if necessary.

Develop region- and country-specific plans, together with other
stakeholders in region/country.

Prioritize and assume full ownership of national immunization
programmes in order to create equity-driven programmes that
reach every community.

Work with stakeholders within and outside governments.
Respond with timely information when public concerns are
raised about safety and efficacy to sustain public trust.

Ensure immunization programmes are adequately staffed with
personnel who are well trained and given appropriate incentives
to manage the programme and deliver services.

Increase awareness of the importance of immunization to
improve a population’s health and its contributions to strength-
ening health systems and primary health care.

Effectively convey messages on vaccines to create demand.
Engage in dialogue with communities and media and use effective
communications techniques to convey messages about vaccines
and to address safety concerns.

Encourage and support research on vaccines and vaccination
issues; and encourage education at all levels on vaccines.
Collaborate regionally and internationally in advocacy pro-
grammes, evidence sharing, and coordinated preparedness.
Participate in open dialogues with manufacturers to ensure
affordability of current and new vaccines.

Health professionals should do the following:

Provide high-quality immunization services and information on
them.

Introduce vaccine educational courses on immunization at uni-
versities and institutions training health-care professionals as
well as continuing education for all health-care providers (med-
ical, nursing, pharmacy and public health practitioners).
Identify areas where immunization services could be improved
and innovations made.

Serve as proactive, credible voices for the value of vaccines and
recruit other advocacy voices.

Use existing and emerging technologies to improve delivery and
better capture information.

Engage in dialogue with communities and the media and use
effective communications techniques to convey messages about
vaccines and to address safety concerns.

Academia should do the following:

Promote innovation to accelerate the development of new
and improved vaccines, contribute to the optimization of vac-
cine formulation and immunization programme logistics, and
lay the groundwork for the impact of immunization in future
decades.

Pursue a multidisciplinary research agenda that focuses on
transformational impact and is based on the needs of end
users.

Develop vaccines and technologies that will optimize and maxi-
mize vaccine delivery.

Embrace new ways of working that speed up scientific progress.
Improve dialogue with other researchers, regulators and manu-
facturers in order to align actions and increase effectiveness in
responding to local and global immunization challenges.

e Provide the core data, methods and arguments that help drive
the continued prioritization of immunization both globally and
locally.

e Engage more with systematic reviews to identify areas where
solid scientific evidence exists (which should be the basis
of health policies) and those areas where such evidence
is lacking (which would be the basis for future primary
research).

¢ Provide evidence and outline best immunization practices.

e Support the development of manufacturing capabilities.

e Promote budget allocation for vaccine and immunization
research.

Manufacturers should do the following:

Continue to develop, produce and supply innovative and high-
quality vaccines that meet countries’ needs.

Support research and an education agenda for immunization.

e Participate in open dialogues with countries and the pub-
lic sector to ensure sustainable access to current and new
vaccines.

Continue to innovate manufacturing processes and pricing struc-
tures.

Support the media outreach for the Expanded Programme on
Immunization to increase awareness.

Support rapid scale-up and adoption as new or improved vaccines
emerge.

Develop partnerships that support the growth of manufacturing
capabilities and increase vaccine supply and innovation.

e Work in coordination with other partners on vaccine and immu-
nization advocacy.

Global agencies, such as WHO, UNICEF, the World Bank,
regional development banks and the GAVI Alliance, should do the
following:

e Advocate for and provide technical support to promote country

ownership.

Strengthen national capabilities and regional infrastructure.

Continue to define norms and guidelines to improve vaccine and

immunization services, striving to achieve greater equity and

sensitivity to gender and subpopulation (including, among oth-

ers, minorities and age groups).

Promote synergies between immunization and other health ser-

vices as well with other sectors such as, education, economic

development and financing.

Fund the provision of vaccines and immunization-related activi-

ties.

e Work with all stakeholders to improve technical assistance to

strengthen immunization and other components of health sys-

tems.

Encourage, share and support evidence-based decision-making

across the spectrum of development, health and immunization

stakeholders.

Engage partners to generate popular demand for immunization

and support programme research and improvements.

Promote the idea of sustainable national funding and engage

rapidly emerging economies as funding partners.

Develop mechanisms for mutual accountability that hold all gov-

ernments, programmes and development partners responsible

for committed levels of support.

Promote a dialogue between manufacturers and countries to

align supply and demand.

e Pursue innovative financing and procurement mechanisms that
reinforce country ownership, and promote equity and affordabil-
ity for low- and middle-income countries.
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Development partners, such as bilateral agencies, foundations
and philanthropists, should do the following:

e Fulfil institutional mandates and missions in the health field.

e Support countries and regional entities to achieve national and

regional goals, and contribute to the advancement of their prior-

ities.

Promote country ownership and country-led health, vaccine and

immunization plans that include budgets for improving access to

services and reducing the equity gap in coverage.

Promote comprehensive, integrated packages of essential inter-

ventions and services that include vaccines and immunization

and strengthen health systems.

Provide predictable long-term funding aligned with national

plans and encourage new and existing partners to fund vaccines

and immunization.

Build civil society capacity and support civil society organization

activities in countries.

e Participate in international advocacy through access to open evi-
dence that can be shared.

e Maintain transparent and coordinated funding, accompanied by
performance-based evaluation.

Civil society, including nongovernmental organizations and
professional societies, should do the following:

e Getinvolved in the promotion and implementation ofimmuniza-
tion programmes at both country and global level.

Participate in the development and testing of innovative
approaches to deliver immunization services that reach the most
vulnerable people.

Follow national guidelines and regulations in the design and
delivery of immunization programmes that fulfil the duty of
accountability to national authorities.

Educate, empower and engage vulnerable groups and com-
munities on their right to health, including vaccines and
immunization.

Build grass-roots initiatives within communities to track progress
and hold governments, development partners and other stake-
holders accountable for providing high-quality immunization
services.

Contribute to improved evaluation and monitoring systems
within countries.

Engage in country, regional and global advocacy beyond the
immunization community to ensure vaccines and immunization
are understood as a right for all.

Collaborate within and across countries to share strategies and
build momentum for improved health, vaccines and immuniza-
tion.

Media should do the following:

Understand the benefits of, and concerns about, immunization in
order to accurately report on and effectively promote immuniza-
tion programmes.

Engage in country, regional and global advocacy beyond the
immunization community to ensure vaccines and immunization
are understood as a right for all.

Use effective communications techniques to convey messages
about vaccines and to address safety concerns.

The private sector should do the following:

Support the diversification of funding sources for immunization
programmes (among others, private sector, insurance providers
and patients).

e Engage in country, regional and global advocacy beyond the
immunization community and serve as champions for immuniza-
tion to ensure vaccines and immunization are understood as a
right for all.

ANNEX 3.

Objective To project the financial resource availability and requirements to
facilitate the vision delineated in the GVAP

Projections of annual and cumulative total costs and financial
flows were made to characterise the resource needs for delivering
arange of existing and key pipeline vaccines over the decade in
world’s poorest countries where the benefits of immunization are
expected to be greatest. The projections draw upon and
consolidate information from existing forecasts and costing
studies as well as country-specific data available from country
immunization plans. The analysis focuses on projecting costs and
financial flows likely to be available to cover those costs for
vaccines and injection supplies, associated delivery efforts and
immunization-specific system costs (e.g. cold chain). The financing
projections model the domestic funding flows from country
governments, support received through the GAVI Alliance, and
other major sources of development assistance for immunization.

Methods

COSTING AND FUNDING METHODOLOGY AND ASSUMPTIONS

Projecting the costs and available finances for scaling up
immunization in an effort to achieve the objectives of the
Decade of Vaccines Collaboration Global Vaccine Action Plan,
2011-2020

Introduction

A critical component in moving from a set of documents to
action and results is an analysis of financial resource availability and
requirements to facilitate the vision delineated in the GVAP. The
remainder of this document provides of an overview of the method-
ology and approach that underpins this analysis. Instead of covering
all actions in the GVAP, this analysis focuses on the costs, projected
financing, and resulting funding gap, under different scenarios,
to immunize target populations in low and lower-middle-income
countries with existing vaccines and upcoming vaccines that are
expected to address significant disease burden in these countries.

Methods
Countries included

While the Decade of Vaccines Collaboration (DoVC) is intended
as a global enterprise, the immunization cost and financing pro-
jections analysis focused on 94 countries, consisting of all those
classified as low (35) or lower-middle-income (57) by the World
Bankin 2011, as well as two countries that are now in the process of
graduating from GAVI eligibility and are classified as upper-middle-
income countries.'® A table listing the specific countries included
in this analysis can be found below. Due to data availability for key
variables, the analysis sample consisted of 89 countries represent-
ing >99% of the total birth cohort of the original 94 countries. Of
the 89 analysis countries, 57 are currently eligible for new GAVI
support, 16 are countries that are currently graduating from GAVI
support, and 21 countries are ineligible for GAVIsupport (Table A1).

The analysis has focused on these countries in part because
given highly constrained government spending on health in these
countries, they are in a general sense least likely to have the
financial capability to completely self-fund desired immunization

14 World Bank income classification released July 2011, based on 2010 GNI per
capita. Low-income countries have a 2010 GNI per capita of $1005 or less. Lower-
middle-income countries have a GNI per capita of between US$1006 and $3975.
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Table A1

Country scope for analysis.
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Country WB Income Classification Country WB Income Classification Country WB Income Classification
Afghanistan LIC Togo LIC Mongolia LMIC
Bangladesh LIC Uganda LIC Morocco LMIC
Benin LIC Zimbabwe LIC Nicaragua LMIC
Burkina Faso LIC Angola LMIC Nigeria LMIC
Burundi LIC Armenia LMIC Pakistan LMIC
Cambodia LIC Belize LMIC Papua New Guinea LMIC
CAR LIC Bhutan LMIC Paraguay LMIC
Chad LIC Bolivia LMIC Philippines LMIC
Comoros LIC Cameroon LMIC Samoa LMIC
Congo, DR LIC Cape Verde LMIC Sdo Tomé & Principe LMIC
Eritrea LIC Congo, Rep LMIC Senegal LMIC
Ethiopia LIC Cote d’'lvoire LMIC Solomon Islands LMIC
Gambia LIC Djibouti LMIC Sri Lanka LMIC
Guinea LIC Egypt LMIC Sudan, N. LMIC
Guinea-Bissau LIC El Salvador LMIC Sudan, S. LMIC
Haiti LIC Fiji LMIC Swaziland LMIC
Kenya LIC Georgia LMIC Syria LMIC
Korea, DR LIC Ghana LMIC Timor-Leste LMIC
Kyrgyzstan LIC Guatemala LMIC Tonga LMIC
Liberia LIC Guyana LMIC Turkmenistan LMIC
Madagascar LIC Honduras LMIC Tuvalu LMIC
Malawi LIC Indonesia LMIC Ukraine LMIC
Mali LIC India LMIC Uzbekistan LMIC
Mozambique LIC Iraq LMIC Vanuatu LMIC
Myanmar LIC Kiribati LMIC Viet Nam LMIC
Nepal LIC Kosovo LMIC West Bank & Gaza LMIC
Niger LIC Lao, PDR LMIC Yemen LMIC
Rwanda LIC Lesotho LMIC Zambia LMIC
Sierra Leone LIC Marshall Islands LMIC Azerbaijan UMIC
Somalia LIC Mauritania LMIC Cuba UMIC
Tajikistan LIC Micronesia LMIC

Tanzania LIC Moldova LMIC

services and, therefore will require the most support of the global
community to achieve the objectives of the GVAP.

Vaccines included

While all vaccines are important within the wider scope of

the DoVC, the vaccines that have been included in the scope of
this analysis are those vaccines that are for use in humans, cur-
rently available, and in many cases, widely used, along with newer
vaccines that are expected to significantly address the vaccine-
preventable disease burden!® within the 94 countries included in
the country scope identified above. In addition to vaccines licensed
and available today, the analysis also accounts for the expected
introduction of several new vaccines over the course of the decade.
Veterinary vaccines and vaccines primarily recommended for ther-
apeutic use (e.g. Rabies vaccines) as well as vaccines predominantly
employed outside of resource-poor settings (e.g. Seasonal Flu vac-
cines) were excluded from the analyses.

For the purposes of defining methods and identifying data
sources, two (non-mutually exclusive) categories were used to clas-
sify the vaccines covered in the analysis: (1) Vaccines delivered
via campaigns and associated with Accelerated Disease Control
(ADC), Eradication, or Elimination initiatives and (2) Vaccines deliv-
ered through routine immunization programs. This categorization
was helpful since delivery costs differ markedly depending on
the delivery strategies (e.g. primarily through in-frequent vacci-
nation campaigns versus the routine vaccination), and the timing

15 The list of vaccines was drawn from a previous effort undertaken by WHO on
behalf of GAVI to characterize vaccines by public health priority. The terms of ref-
erence of this work are available here: http://www.who.int/immunization/sage/
Categorization-Activity SAGE.pdf. While the main findings from this work
are summarized here: http://fr.gavialliance.org/resources/3..__Vaccine_Investment_
Strategy.pdf.

and intensity of delivery efforts (that affect costs) differ depending
on whether the vaccines/disease were associated with high-level
global or regional eradication, elimination or ADC initiatives. The
Table A2 summarizes the vaccines/diseases in each of the cate-
gories.

The vaccination schedule and targeting strategies selected for
each of these vaccines was based on global guidance (e.g. from
WHO Position Papers, SAGE Guidance). While for pipeline vaccines
where such information is often not available, assumptions about
the delivery strategy as well as the expected timing of licensure
were based on the advice of vaccine development experts particu-
larly from relevant Product Development Partnerships. These were
analytical assumption rather than pre-suppositions of guidance
and decisions on the part of regulators and individual countries.

Cost and financing components included

For each of the above categories included in the analysis, costs
were developed in three segments: vaccine and injection supplies,
vaccine delivery (including capital cold chain operation costs) and
capital investment in cold chain capacity. The vaccine delivery and
capital investment in cold chain costs were then combined into a
single delivery cost category.

Delivery costs for routine services include:

e Human resources (national, subnational, district and service lev-
els)

¢ Cold chain equipment and their overheads (installation, energy,
maintenance and repairs)

¢ Vehicles and transport

¢ Programme management

e Training and capacity building

e Social mobilization, IEC and advocacy

¢ Disease surveillance


http://www.who.int/immunization/sage/Categorization_Activity_SAGE.pdf
http://www.who.int/immunization/sage/Categorization_Activity_SAGE.pdf
http://fr.gavialliance.org/resources/3____Vaccine_Investment_Strategy.pdf
http://fr.gavialliance.org/resources/3____Vaccine_Investment_Strategy.pdf
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Table A2
Vaccine/Disease Scope for analysis.

(1) ADC/Elimination/Eradication Vaccines
(Delivered via campaigns)

« Conjugated Meningitis A
o Measles
e Oral Polio Vaccine (OPV)

o Rubella
e Tetanus
o Yellow Fever

e Cholera (campaign)

o Conjugated Meningitis A

o Dengue (routine)

o Hepatitis B

e Human Papilloma Virus

 Inactivated Polio Vaccine (IPV)

o Japanese Encephalitis (routine and catch up)
e Malaria (routine)

(2) Routine Vaccination Programs

o OPV

o Measles (1st and 2nd dose)
o Non-penta DTP and inc. tetravalent combinations

e Penta (DTP-HepB-Hib)
e Pneumococcal

o Rotavirus
e Rubella

o Tuberculosis (BCG)
o Typhoid (conjugate) (routine)
e Yellow Fever

Delivery costs for supplemental campaigns include:

e Operational costs of campaigns (incl. for epidemic response)
e Social mobilization

e Disease surveillance

e Technical assistance (at country level only)

Costs refer to immunization-specific costs only and human
resources costs for individuals partially dedicated to immunization.
Other shared health system costs such as buildings were excluded.
Total costs to sustain current gains and to incremental needs to
scale up over the next decade were included.

Cost projections on a country-by-country basis were developed
and aggregated for the categories of vaccines described in Table A2
covering the period 2011-2020. The assumptions and methodology
for the baseline cost scenario are summarized below. In addition,
low and high scenarios were created. All costs are presented in
constant 2010 USS.

For each of the vaccine groups included in the analysis, finan-
cing flows were projected from three financing sources: (i) Country
Governments, (ii) the GAVI Alliance, and (iii) Other Development
Partners (i.e. bilateral donors, multilateral agencies and philan-
thropic agents).

(1) Accelerated Disease Control (ADCs), Elimination and Erad-
ication programs

The World Health Organisation (WHO) and United Nations Chil-
dren’s Fund (UNICEF) lead the implementation of country-level
programmes for a variety of disease control, eradication and elim-
ination efforts to combat vaccine-preventable diseases (listed in
Table A2 above). These programmes produce plans and forecasts
detailing the key activities, and the cost associated with the imple-
mentation of these programs.

These plans and forecasts have been used as the basis for
projecting both the costs of vaccine and injection supplies, and
vaccination delivery for each of these programmes over the decade
as well as for other critical activities necessary for administering
the programs.

(a) Vaccine Costs

The target populations and planned timing of vaccination
campaigns to achieve the relevant disease control, eradication or
elimination goals over the course of the decade were taken from
the plans as delineated by the programs. These were combined

with estimates of current vaccine prices (provided by UNICEF
Supply Division) to create forecasts of the vaccine/injection supply
costs of these programs.

(b) Delivery Costs

Delivery costs for the ADC, Eradication and Elimination pro-
grammes were separated into core costs incurred primarily by
implementing partners to facilitate programs, operational costs to
physically deliver vaccines and run the vaccination campaigns and
contingency funds in the case of disease outbreaks.

Core costs cover critical activities — for example to stimulate
demand (Social Mobilization) and to monitor the incidence and
prevalence of disease (Surveillance) in affected countries. Core
cost projections were also taken at face value from the programme
plans where available. In the absence of long-term projections for
this cost component, recent core cost estimates were projected
forward based on the programme forecasts. Operational costs
encompass all running costs outside of vaccines and core costs to
implement a vaccination campaign. Country-specific operational
cost information recorded in comprehensive multi-year immu-
nization plans (cMYPs) were used to generate metrics which were
applied to the aforementioned forecasts to project the running
costs of all planned campaigns. Finally, contingency funds include
the resource needs to procure and manage vaccine stockpiles
and monies held in reserve to implement reactive campaigns in
the event of disease outbreaks - These amounts are based on
historic needs and taper off over time as it is assumed the ADC,
Elimination and Eradication programmes make progress towards
their respective goals. These costs were also taken directly from
programme plans.

(2) Routine Vaccination programmes

(a) Vaccine Costs

Demand forecasts for traditional routine vaccines already on
the market were estimated on a country-by-country basis using
existing demand forecasts from WHO, UNICEF as well as GAVI
(Strategic Demand Forecast version 4.0 and Adjusted Demand Fore-
castversion4.0). These demand forecasts were then combined with
estimated prices to project the costs of these vaccines and related
injection supplies. For GAVI-eligible countries, GAVI-like price fore-
casts were used on a disease-by-disease basis. For the non-GAVI
lower-middle-income countries (LMICs) in the analysis, baseline
prices were assumed to be held constant at the same differen-
tial between current GAVI prices and PAHO Revolving Fund prices.
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Table A3
Summary of the approach to estimate the cost of Delivery.

Costs included Costs included

Description

Information Sources

Delivery
Human resources

Service

Deliver

Yy Programme management

Training
Social mobilization
Disease surveillance
Cold chain equipment

Vaccine

Delivery

Cold chain overheads

Vehicles

Transport

At all levels of the system

Including M&E, information systems,
planning. . .

Training of health care workers and
on-going capacity building

Activities to stimulate demand for
immunization services including IEC,
advocacy and communications

At all levels of the system

Installation costs; energy to run the
cold chain (electricity, fuel,
propane. . .), maintenance costs and
spare parts/repairs

At all levels of the system (ex:
refrigerated trucks, 4WD,
motorcycles. . .)

Cost of fuel, maintenance, overheads
(registration/insurance) repairs/spare

cMYPs data from 58 countries with
unit-costing and typologies approach
to extrapolate to other countries.

WHO Global Forecast cold chain
forecast at national level. Subnational
needs extrapolated using cMYP data on
the % of cold chain costs by level of the
system

Country specific indicators derived
from cMYP data (cold chain overheads
as a % of cold chain equipment by level
of the system).

Country specific indicators derived
from cMYP data (vehicle costs % of cold
chain equipment by vehicle type and
by level of the system).

Country specific indicators derived
from cMYP data (Transport as a % the

parts. ..

cost of vehicles by vehicle type and by
level of the system).

Using the demand forecasts and price forecasts, the acquisition
costs of vaccines and associated supplies were projected.

For vaccines still in the pipeline, demand forecasts were
developed based on expert input obtained through interviews
with Product Development Partnership (PDP) representatives and
other external stakeholders familiar with these vaccines under
development. Expected acquisition costs for these vaccines were
projected by applying these demand forecasts to a projected price
per dose for each of the vaccines in this segment.

(b) Delivery Costs

Delivery costs include the main components of routine immu-
nization service delivery systems: human resources at all levels of
the system and ongoing capacity building (training); the supply
chain and logistics systems needed to store and transport vac-
cines (cold chain equipment, vehicles, transport...), and the cost
of programme management (information systems, M&E. . .), social
mobilisation and disease surveillance. The approach to estimate the
delivery costs rested on separating those costs for service delivery
and those costs for vaccine delivery.

The service delivery costs are those that are needed to
implement the national immunization programme to deliver the
immunization services. Information provided by countries in their
cMYPs was the basis of the costing and financing estimates for
delivery. Under the auspices of the Global Immunization Vision and
Strategy (GIVS), countries launched a process to strategically plan
for their national immunization programme including estimating
the current and future costs required to reach the goals and targets
of their programme. Based on the wealth of information available
for approximately 65% of the countries (58) in scope, a bottom-up
costing exercise using a standard ingredients approach to costing
was undertaken by countries. From this sample of real data from
countries, average unit costs by typology of country was used to
impute missing values for the remaining 35% of countries for which
point estimates were not available. The needs for scaling up were

derived from a variety of sources linked to the anticipated coverage
projections and how countries have identified priorities, strategies
and needs within their cMYPs.

The vaccine delivery costs are those that are needed to ensure
adequate supply of vaccines through the health system and to store
and transport vaccines in a safe and effective manner throughout
the entire supply chain and logistics systems of countries (from the
national vaccine store to a service delivery point in a health centre
or outreach post). In other words, these encompassed all the cold
chain costs for storing vaccines (whether the capital equipment or
their recurrent overheads)and the logistics of transporting vaccines
(whether the vehicles or their recurrent overheads).

The WHO global forecast for cold chain and logistics is the basis
of the costing for vaccine delivery. The global forecast tool estimates
(using the same demand forecast assumptions for vaccines) the on-
going needs to maintain the existing cold chain infrastructure in
place along with the incremental needs to scale up needs to raise
coverage and introduce new vaccines.

Incremental capital cold chain costs were analyzed on a country-
by-country basis. Total expected volume of vaccines was compared
to country-level cold chain capacity. If capacity was projected to
exceed country capacity in a given year, incremental cold chain
needed was estimated using relevant cost per volume cold chain
benchmarks.

Due to its unique service delivery, HPV delivery costs were
defined on the basis of findings from several pilot demonstration
projects as reported by PATH. See Table A3 for a summary of the
approach to estimate the cost of delivery.

Financing projections

Financing projections were developed across three main
sources: public spending on health from government’s own
sources, GAVI Alliance funding, and other development partners.
These projections were calculated for the vaccines described in
Table A2.
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(i) Government flows for immunization

The methodology to project government flows for immuniza-
tion rested on relying on the available financing data provided by
countries in their national multi-year immunization plans (cMYPs).
The analysis of this data was the basis of the government financing
estimates for both vaccines and systems costs. For countries that
did not have cMYP, a methodology of unit financing and typolo-
gies was applied in a similar fashion as done on the costing side.
For SIAs, typologies were based on population groupings since
the per capita investments by governments tend to be lower for
midsize/larger countries (i.e. population > 10 million) than much
smaller countries (i.e. population<10 million) - mainly due to
economies of scale that can be leveraged in the former. For govern-
ment financing for routine vaccination services, rather than using
a typology by population groups, the GAVI co-financing groupings
were used that stratify countries since these groups provide a proxy
of the ability to finance vaccines and immunization. This typology
groups countries into Low-Income, Intermediate, Graduating and
Non-GAVL

In broad terms the method for projecting government flows
involved generating a baseline estimate of government funding
for the year 2010 derived from the cMYP data. This baseline esti-
mate was projected forward between 2011 and 2020 based on IMF
projections of real GDP growth. The assumption underlying the pro-
jection methods is that growth in the health budget of countries
will grow at the same rate as economic growth. In other words,
the base case funding assumes that governments will continue to
provide the same share of the health budget for immunization as
they currently do over time - despite the fact that in absolute terms,
the amount governments contribute will increase in line with eco-
nomic growth forecasts.

In the baseline scenario, no additional government funding was
assumed to be available for the mainly new or pipeline vaccines
that are not part of the traditional/basic EPI vaccines or those
supported by GAVI (e.g. malaria, dengue vaccines)

(ii) GAVI Alliance Funding

For those vaccines delivered through campaigns and that are
partof ADC activities but that are funded by GAVI, (i.e. MenA, yellow
fever, rubella), GAVI Alliance funding was assumed to cover the full
costs of the vaccines/injection supplies, while for operational costs,
it was assumed that GAVI will provide funding at least equivalent
to current levels (i.e. US$ 0.30 per targeted person).

For routine GAVI-supported vaccines, GAVI's own financing
projection assumptions were applied through 2020 to determine
the amount of finances GAVI will provide for New Vaccine Support
over the decade. The analysis does not include any GAVI funding
that is and might be made available for delivery activities associ-
ated with routine vaccination programmes/systems.

(iii) Other Development Partner Funding

For routine programs, country-specific levels of other devel-
opment partner funding (in a sample of 40 cMYPs that included
programs with PCV, pentavalent, and rotavirus vaccines) were used
to generate two population-weighted indicators: (1) OD partner
financing of vaccines as a share of GHE; and (2) OD partner financing
of delivery costs as a share of GHE by two population groups (<100
million and >100 million) using STATA10. Population-weighted
averages were applied to each country in the model based on their
population group, and multiplied by GHE to project over the period.
This method assumes that 2010 levels of other donor support for
vaccines and routine program delivery relative to GHE remain con-
stant over time. This represents a baseline level of other donor
financing, above which additional other partner financing for new
vaccines might be added.

Other development partner funding aside from contributions
to immunization that occur through GAVI Alliance funding have
not been included for the purposes of this analysis.

Developing estimated future resource requirements

Vaccine acquisition costs and delivery cost projections have
been combined with aggregated financing flow projections on an
annual basis to estimate the funding gaps/incremental resource
requirements on an annual basis needed to successfully scale up
immunization programmes globally in line with the coverage
targets outlined within the GVAP.

Limitations

¢ This exercise does not analyse or attempt to approximate the
cost of the implementation of the Global Vaccine Action Plan.
The analysis described above is only an exercise to determine
the vaccine acquisition and service delivery cost and resource
availability for increasing coverage of existing vaccines and the
introduction of new vaccines over the course of the decade.

The costs projections produced from this effort to do not include
the agency overhead costs for the implementation and mainte-
nance of the GVAP - there will be additional resources required
for this activity

Costs and funding for Research and Development activity are not
captured in this analysis

Costs and funding for Advocacy and Political Support activity are
not captured in this analysis

The approach taken for this exercise builds on existing sources of
information and global projection of needs generated by different
groups (e.g. Polio, Measles, etc.) in order to leverage the best data
available, when possible. Because of this approach, it is difficult
to ensure a consistency in the methods throughout the work, and
a complete mitigation of double counting risks

The costs are limited to a priority set of countries although the
aspirations of the Decade of Vaccine and GVAP are global.

While it is important to acknowledge the limitations of the anal-
ysis that was conducted, it is not believed that any of the limitations
outlined above will alter the directional nature of the results of this
exercise.

ANNEX 4.

HEALTH IMPACT METHODOLOGY AND ASSUMPTIONS

Projecting the total impact of vaccination administered
between 2011 and 2020, relative to a no vaccination scenario,
for selected vaccines

Forecast impact of vaccination administered between 2011
and 2020

A. Sample data output. Data shown for persons vaccinated for
DoV impact scenario

Group Vaccine- Vaccination =~ Number of Number of
preventable strategy future deaths deaths averted
Disease averted per 1000
persons
vaccinated
Original EPI Measles - Routine 10.6M 16.5
vaccines 1st dose
Measles - Routine 04M 1.9
2nd dose
Measles - Campaign 3.1M 35
SIA
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Group Vaccine- Vaccination  Number of Number of
preventable strategy future deaths deaths averted
Disease averted per 1000

persons
vaccinated
New or Hepatitis B Routine 5.3-6.0M 83
underutilized
vaccines
Hib Routine 14-1.7M 2.6
Pneumococcal  Routine 1.6-1.8M 43
Rotavirus Routine 0.8-0.9M 3.1
Human Routine 0.5M 15.1
papillo-
mavirus
Yellow fever Routine 0.03-0.04 M 0.2
Meningococcal Campaign 0.03M 0.8
meningitis A and routine
Japanese Campaign 0.07M 0.1
encephalitis and routine
Rubella Campaign 04M 0.4
and routine

Total 24.6-25.8M

(2011-2020)

Hepatitis B Centers for Disease Static natural history
Control population-based
cohort
Meningococcal GAVI (Long Range Cost Estimate of 1.04 (SIA)
meningitis and Impact model) and 0.08 (routine

infant) deaths averted
per 1000 vaccinated
from a static cohort
model estimate of the
NmA investment case
applied to projected
numbers vaccinated by
each strategy during

2011-2020
Japanese PATH Static cohort
encephalitis
Rubella UK Health Protection Dynamic cohort
Agency Centre for
Infections, CDC, WHO
Measles WHO/IVB (2012) Dynamic natural
history model
informed by

surveillance data

B. Indicator: Future deaths averted calculated over period of
mortality risk in vaccinated cohorts, relative to a no vaccination
scenario, for vaccines delivered during the period 2011-2020

C.Countries: 94 countries, consisting of all those classified as low
(35) or lower-middle-income (57) by the World Bank in 2011, as
well as two countries that are now in the process of graduating from
GAVI Alliance eligibility and are classified as upper-middle-income
countries were considered in scope for the purposes of this analysis.
Due to data availability, 13 countries with small populations were
omitted; it will not alter the directional nature of this analysis.

D. Vaccines and vaccination strategies

Hepatitis B Routine infant

Hib Routine infant

Pneumococcal Routine infant

Rotavirus Routine infant

Human papillomavirus Routine 10-13-year old girls

Yellow fever Routine infant (following SIAs
conducted prior to 2011)

Meningococcal meningitis Routine infant + one-time SIA (all
1-29-year olds)

Japanese encephalitis Routine infant + one-time SIA (all
1-15-year olds)

Rubella One-time SIA (all 9 month-14-year
old boys and girls)

Measles - 1st dose Routine infant

Measles - 2nd dose Routine childhood

Measles - SIA Variable

E. Model source and structure

Hepatitis B Centers for Disease Static natural history

Control population-based
cohort

Hib Johns Hopkins Static cohort
University (Lives Saved
Tool)

Pneumococcal Johns Hopkins Static cohort
University (Lives Saved
Tool)

Rotavirus Johns Hopkins Static cohort
University (Lives Saved
Tool)

Human papil- Harvard University Static cohort

lomavirus

Yellow fever GAVI (Long Range Cost Estimate of 0.2 deaths

and Impact model) averted per 1000

vaccinated from a
static cohort model
estimate for Nigeria
applied to projected
numbers vaccinated
during 2011-2020

F. Population projections: UN Population Division 2008 (hepati-
tis B, YF, NmA, JE, HPV, rubella) or 2010 (Hib, rotavirus, Sp, measles)
revision

G. Coverage projections: GAVI Strategic Demand Forecast 4.0, 4
October 2011; GAVI Adjusted Demand Forecast (SDF 4.4 October
2011 was used for the 73 GAVI eligible countries. A different pro-
jection, however, was used for the non-GAVI eligible countries.

H. Underlying disease burden

Hepatitis B Pre-vaccination HBsAg serosurvey data (many
countries)
Hib WHO/CHERG 2008 under-5 pneumonia deaths (many

countries) x pre-vaccination proportion radiographic
pneumonia cases due to Hib (probe studies in 6
countries)

Pneumococcal WHO/CHERG 2008 under-5 pneumonia deaths (many
countries) x pre-vaccination proportion radiographic
pneumonia cases due to Sp (probe studies in 3
countries)

Rotavirus WHO/CHERG 2008 under-5 diarrhoea deaths (many
countries) x pre-vaccination proportion severe
gastroenteritis due to rotavirus infection (many

countries)
Human Pre-vaccination retrospective surveys of women with
papillomavirus invasive cervical cancer with use of molecular

techniques to determine the proportion due to HPB
and due to specific HPV genotypes (many countries)
Yellow fever Pre-vaccination 1993 study modelling the impact of
vaccination in Nigeria during 1991-2026. Model based
on several disease burden studies in Nigeria (one
country, little comparable data elsewhere). Only
epidemic disease burden considered. Impact based on
marginal increase in coverage since year prior to start

of GAVI support.
Meningococcal Based on a pre-vaccination prospective hospital
meningitis surveillance study in Niger conducted during
1981-1996 (one country, little comparable data
elsewhere)
Japanese Based on a 2011 review of population-based
encephalitis surveillance studies. Some pre-vaccination some
post-vaccination) (several countries)
Rubella Pre-vaccination retrospective rubella serosurveys to
determine age-specific incidence (many countries)
Measles Case fatality ratios from Wolfson et al., 2009 review of

CFRs for children under five. CFRs for 5-9 years old
assumed 50% of CFRs for 1-4-year olds and CFRs were
assumed to be 0 above 10 years of age. Age distribution
derived from case based surveillance data, using first
dose coverage and regions as covariates.
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ANNEX 5.

COUNTRIES AND ORGANIZATIONS THAT CONTRIBUTED TO
THE ELABORATION OF THE GVAP

Organizations whose members have provided inputs and
comments to the Global Vaccine Action Plan

Government entities: Africa Regional Certification Commis-
sion, Albanian Institute of Public Health, Centro Nacional para la
Salud de la Infancia y la Adolescencia de México, Chinese Centers
for Disease Control, Chinese National Institute for Food and Drug
Control, European Medicines Agency, Federacién de Planificacién
Familiar Estatal, Forum des parlementaires africains et arabes pour
la population et le developpement, Health Canada, Indian Depart-
ment of Biotechnology, Indian National Institute of Immunology,
National Primary Healthcare Development Agency of Nigeria, Paul
Ehrlich Institut, President’s Emergency Plan for AIDS Relief, Dutch
National Institute of Public Health & Environment, Sudan National
Medicines & Poisons Board, U.K. Department of Health, U.K. Health
Protection Agency, U.K. National Institute of Biological Standards
and Control, U.S. Army, U.S. Centers for Disease Control and Pre-
vention, U.S. Department of Defense, U.S. Department of Health
and Human Services, U.S. Department of State, U.S. Food and Drug
Administration, U.S. National Institutes of Health - National Insti-
tute of Allergy and Infectious Diseases, Yemen Supreme Board for
Drugs.

Health professionals: American Academy of Pediatrics, Aso-
ciacién Mexicana de Pediatria, Confederacién Nacional de Pediatria
de México, Hospital d’ Enfants de Rabat, Indian Academy of
Pediatrics, International Pediatric Association, Leiden University
Medical Center, Sudan Pediatric Association, Uganda Paediatric
Association.

Academia: Aga Khan University, American Association for the
Advancement of Science, Australian National Centre for Immunisa-
tion Research & Surveillance, Banaras Hindu University, Barcelona
Centre for International Health Research, Barcelona Institute for
Global Health, Center Esther Koplowitz, Centre for Health Sci-
ences Training, Research and Development, Centro para Vacunas
en Desarrollo de Chile, Centro de Investigacién y de Estudios
Avanzados del Instituto Politécnico Nacional, Chandigarh Post
Graduate Institute of Medical Education and Research, Christian
Medical College, Chulalongkorn University, Emory University Hos-
pital, Fred Hutchinson Cancer Research Center, Fundacio Clinic pera
la Recerca Biomedica, Georgia Institute of Technology, Gorgas Insti-
tute, Griffith University, Hospital Clinic, Indian Council for Medical
Research, Indian International Centre for Genetic Engineering
and Biotechnology, Infectious Diseases Research Institute, Institut
Catala d’Oncologia, Institut d’Investigacions Biomediques August
Pi i Sunyer, Institut Pasteur, Institute of Medical Sciences, Instituto
de Salud Pudblica Universidad Veracruzana, International Agency
for Research on Cancer, International Centre for Diarrhoeal Dis-
ease Research Bangladesh (ICDDRB), Jawaharlal Nehru University,
Johns Hopkins University, Jordan University Hospital, Karolinska
Institute, London School of Hygiene & Tropical Medicine, Lund Uni-
versity, Mahidol University, Makerere University, Mali’s Center for
Vaccine Development, Marrakech Faculté de Médecine, Maxwell
School of Syracuse University, Mayo Clinic Vaccine Research Group,
Medical Research Council, Menzies School of Health Research,
Methodist Hospital Research Institute, Molecular Biophysics Unit
Indian Institute of Science, New York Academy of Sciences, Novar-
tis Vaccines Institute for Global Health, Oswaldo Cruz Foundation,
Pakistan’s National Institute of Child Health, Pakistan’s National
Institute of Health, Princeton University, Ragon Institute, Rocke-
feller University, Sandra Rotman Centre for Global Health, Tehran
University of Medical Sciences, The Wharton School University
of Pennsylvania, Universidad Auténoma de México, Universidad

Auténoma de Yucatan, Universidad Auténoma San Luis Potosi, Uni-
versidad del Valle de Guatemala, Universidad Peruana Cayetano
Heredia, University College London, University of Alabama, Univer-
sity of Antwerp, University of California — San Francisco, University
of Cape Town, University of Erfurt, University of Geneva, University
of Gotettingen, University of Hong Kong, University of Kwazulu-
Natal, University of Maryland, University of Melbourne, University
of Michigan, University of Minnesota, University of Oxford, Univer-
sity of Philippines, University of Tennessee, University of Toronto,
University of Warwick, University of Yaounde, Walter Reed/Armed
Forces Research Institute of Medical Sciences Research Unit Nepal,
Wellcome Trust.

Vaccine Product Development Partnerships (PDPs): Aeras —
Global TB Vaccine Foundation, Dengue Vaccine Initiative, European
Vaccine Initiative, International AIDS Vaccine Initiative, Interna-
tional Vaccine Institute, Malaria Vaccine Development Program,
Malaria Vaccine Initiative, Medicines for Malaria Venture, Menin-
gitis Vaccine Project, Tuberculosis Vaccine Initiative.

Manufacturers: Aridis Pharmaceuticals, Baxter, Bharat Biotech,
BIO, Biofarma, Biological E, Bio-Manguinhos/Fiocruz, Biovac
Institute, Birmex, Butantan Institute, Centro de Ingenieria y Biotec-
nologia de Cuba, CNBG, Crucell Vaccines, Developing Countries
Vaccine Manufacturers Network, GlaxoSmithKline Biologicals,
Indian Immunological Limited, Inovio Pharmaceuticals, Intercell,
International Federation of Pharmaceutical Manufacturers and
Associations, Laboratorio Emea, Merck, NasVax, Novartis Pharma
AG, Novartis Vaccine Institute for Global Health, Novavax, Pfizer,
Sanofi-Aventis, Sanofi-Pasteur, Serum Institute, Shanta Biotech-
nics Limited, Vaxinnate Corporation, Xiamen Innovax Biotech Co.
Limited, Zydus Cadilla.

Global agencies: African Leaders Malaria Alliance, the GAVI
Alliance, Partnership for Maternal, Newborn, and Child Health,
United Nations Population Fund, UNICEF, United Nations, World
Bank, World Health Organization and its regional offices.

Development partners: African Development Bank, Australian
Agency for International Development, Bill & Melinda Gates Foun-
dation, Canadian International Development Agency, European
Union, Inter-American Development Bank, Japan International
Cooperation Agency, Norwegian Agency for Development Cooper-
ation, Spanish Agency for International Development Cooperation,
Swedish International Development Cooperation Agency, U.K.
Department for International Development, U.S. Agency for Inter-
national Development.

Civil society: @Verdade, ACTION, Action for Global Health,
ActionAid, Afro Global Alliance, Aga Khan Health Services, Agence
de Médecine Préventive, Alternative Santé, American Association
for Cancer Research, American Cancer Society, Inc., Americans for
Informed Democracy, American Red Cross, American Society of
Tropical Medicine and Hygiene, Asociation Lalla Salma de Lutte
contre le Cancer, Association d’Assistance aux Développement,
Associazione Italiana Donne per lo Sviluppo - Italian Association
for Women in Development, BIO Ventures for Global Health, Car-
los Slim Foundation, Catholic Relief Services, Center for Global
Development, Center for Strategic & International Studies, Ces-
tas — Centro di educazione sanitaria e tecnologie appropriate
sanitarie, Civil Society Human and Institutional Development Pro-
gramme, Clinton Health Access Initiative, Communication for
Development Centre in Nigeria, Consortium of Christian Relief
and Development Associations in Ethiopia, CORE Group, Ethiopian
Catholic Secretariat, European Parliamentary Forum, European
Public Health Alliance, Every Child by Two, Farmamundi, GAVI CSO
Constituency, German Foundation for World Population (DSW),
Ghana Coalition of NGOs in Health, Global Action for Children,
Global Commission on HIV and the Law, Global Eye, Global
Health Advocates, Global Health Council, Global Health Technolo-
gies Coalition, Global Poverty Project, Health Action International,
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6.Reaching women & children

/

9. Reporting aid for women's
&childrens’s health

/

/

Fig. 1. The Accountability Framework for the UN Secretary General’s Global Strategy for Women'’s and Children’s Health.

Health and Rights Education Program, Health Development Con-
sultancy Services (HEDECS), HealthNet TPO, Interact Worldwide,
International Council of Voluntary Agencies, International Fed-
eration of Red Cross and Red Crescent Societies, International
HIV/AIDS Alliance, International Research Foundation for Devel-
opment, Kaiser Family Foundation, Kenya AIDS NGOs Consortium,
Kenya Community Health Network, Kenya Red Cross, Kid Risk,
Inc., Knowledge Ecology International, Light Africa International,
Lions Club International Foundation, Malaria No More, Manage-
ment Sciences for Health, Millennium Development Goals Health
Alliance, Médecins du Monde, Medecins Sans Frontiéres, Medi-
cos del Mundo, Medicus Mundi International, Mundo Sano, Niger’s
Regroupement des ONGs et Associations du Secteur de la Santé,
Nothing But Nets, ONE, Oxfam, Partnership for Maternal, Newborn,
and Child Health CSO constituency, PATH, Philippine Foundation
for Vaccination, Plan International, Planeta Salud, Policy Cures, PSI,
Réseau des Plates-formes nationales d’'ONG d’Afrique de I'Ouest et
du Centre, RESULTS, Results for Development, Rotary International,
Sabin Vaccine Institute, Save the Children, Sightsavers, Soins de
Sante Primaires en Milieu Rural, Stop AIDS Alliance, Strengthen-
ing Rights and Equality by Empowering Teams, Swaasthya, Task
Force for Global Health, TB Alert, Terre des Hommes, The Cen-
tre for Health Policy, The Communications Initiative, The INCLEN
Trust International, Union des ONG du Togo, Union for Interna-
tional Cancer Control, United Methodist Church General Board
of Church and Society, United Nations Foundation, U.S. Fund for
UNICEF, Vaccines for Africa Initiative, Welthungerhilfe, World
Vision.

Private sector: Applied Strategies, Bernard Fanget Consulting,
Boston Consulting Group, Codexis, Dynavax, Evergreen Associates,
Global Health Strategies, GMMB, John Snow, Inc., Johnson & John-
son, Kleiner Perkins Caufield & Byers, Lion’s Head Global Partners,
Liquidia Technologies, McKinsey & Company, Medlmmune, Neo-
Vacs, S.A., PricewaterhouseCoopers, Weber Shandwick.

Countries of the individuals and organizations that pro-
vided inputs and comments to the Global Vaccine Action
Plan: Afghanistan, Albania, Algeria, Angola, Argentina, Armenia,

Australia, Austria, the Bahamas, Bangladesh, Barbados, Belgium,
Belize, Benin, Bolivia (Plurinational State of), Botswana, Brazil,
Brunei Darussalam, Burkina Faso, Burundi, Cambodia, Cameroon,
Canada, Cape Verde, the Central African Republic, Chad, Chile,
China, Colombia, Congo, Costa Rica, Cote d’Ivoire, Cuba, Cyprus,
the Democratic Republic of Congo, Denmark, the Dominican
Republic, Ecuador, Egypt, El Salvador, Equatorial Guinea, Estonia,
Ethiopia, Finland, the Former Yugoslav Republic of Macedonia,
France, French Guiana, Gabon, the Gambia, Georgia, Germany,
Ghana, Greece, Guatemala, Guinea, Guinea-Bissau, Haiti, Hon-
duras, Hungary, India, Indonesia, Ireland, the Islamic Republic
of Iran, Italy, Jamaica, Japan, Jordan, Kazakhstan, Kenya, Kyr-
gyzstan, Lao (People’s Democratic Republic), Lebanon, Lesotho,
Liberia, Libya, Madagascar, Malawi, Maldives, Mali, Mauritania,
Mauritius, Mexico, Monaco, Mongolia, Morocco, Mozambique,
Myanmar, Namibia, Nepal, the Netherlands, Nicaragua, Niger,
Nigeria, Norway, Pakistan, Panama, Papua New Guinea, Paraguay,
Peru, the Philippines, Poland, Portugal, Qatar, Republic of Korea,
Russian Federation, Rwanda, Sao Tome and Principe, Saudi Arabia,
Senegal, Serbia, Seychelles, Sierra Leone, Singapore, Somalia, South
Africa, South Sudan, Spain, Sudan, Suriname, Swaziland, Sweden,
Switzerland, the Syrian Arab Republic, Thailand, Timor-Leste, Togo,
Trinidad and Tobago, Tunisia, Turkey, the Turks and Caicos Islands,
Uganda, Ukraine, the United Kingdom of Great Britain and North-
ern Ireland, the United Republic of Tanzania, the United States of
America, Uruguay, Uzbekistan, Venezuela (Bolivarian Republic of),
Viet Nam, Yemen, Zambia, Zimbabwe.

ANNEX 6.

THE MONITORING AND EVALUATION/ACCOUNTABILITY
FRAMEWORK FOR THE GLOBAL VACCINE ACTION PLAN

Background

The Monitoring and Evaluation/Accountability (M&E/A)
Framework is a critically important element of the
Global Vaccine Action Plan (GVAP). Recognizing the importance
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to closely monitor the GVAP implementation progress, the
World Health Assembly (WHA) resolution called for annual
reports on progress at each Regional Committee meeting and at
the WHA, through the Executive Board (EB).

In defining the scope of the M&E/A Framework, the GVAP refers
to the need:

e to finalize a complete set of GVAP indicators with the appropri-

ate methodology and data sources for each indicator defined and

baselines established, where required.

to invest in improving data quality and developing more robust

in-country monitoring and evaluation systems.

e to secure commitments aligned with the GVAP from differ-

ent stakeholders, including countries, civil society organizations,

multilateral agencies, private foundations, development part-

ners, and vaccine manufacturers.

to develop a mechanism for coordinating the implementation of

these commitments at global, regional and national levels.

¢ to ensure annual reporting of progress at each Regional Commit-
tee meeting and at the WHA, through the EB.

The Accountability Framework for the United Nations Sec-
retary General’s Global Strategy for Women’s and Children’s
Health

The GVAP calls for leveraging the recommendations of the
Commission for Information and Accountability for Women'’s and
Children’s Health and aligning work, wherever possible, with other
accountability efforts.

The Accountability Framework of the United Nations Secretary
General’s Global Strategy for Women’s and Children’s Health refers
to a cyclical process of monitoring, review and remedy/action to
assess progress, document success, identify problems that need
to be rectified and take prompt action as and where needed.
This process needs to occur at the country and global levels as
illustrated in Fig. 1.1 To have a better oversight of progress an
independent Expert Review Group (iERG) reports annually to
the UN Secretary General on the results and resources related
to the Global Strategy and on progress in implementation of the
Commission’s recommendations. The Decade of Vaccines annual
report that will be submitted to the WHA will also be shared with
the iERG as information for their annual report to the UN Secretary
General.

Proposed Process for the GVAP Monitoring and Evalua-
tion/Accountability Framework

A similar cyclical process of monitoring, review, and recommen-
dations for action is proposed for the GVAP M&E/A Framework.
In addition to the national and global levels, another level of
GVAP M&E/A at the regional level is required to accommodate the
requirement of reporting annually to the WHO Regional Commit-
tees.

Using a similar framework allows for complementarity with
the accountability process for the UN Secretary General’s Global
Strategy for Women'’s and Children’s Health and provides oppor-
tunities to leverage and/or use these processes for tracking and
reporting on some of the aspects of GVAP. This applies in particular
to the process to monitor commitments and resources as described
in the related documents for this session. Fig. 2 illustrates the

16 Commission on Information and Accountability for Women'’s and Children’s
Health. Keeping Promises, Measuring Results. World Health Organization 2011
(http://www.who.int/woman_child_accountability/en/).
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Fig. 2. Proposed GVAP Monitoring and Evaluation/Accountability Framework.

proposed GVAP M&E/A Framework process. Guidelines for making
immunization commitments under the UN Secretary General’s
Global Strategy for Women'’s and Children’s Health framework can
be found on each DoVC Leadership Council website.

The GVAP M&E/A Framework will be applied to: (1) moni-
toring results (defined as progress against the GVAP Goals’ and
Strategic Objectives’ indicators); (2) documenting and monitor-
ing stakeholder commitments to GVAP and Decade of Vaccines;
(3) tracking resources invested in vaccines and immunization; and
(4) inclusion of independent oversight and review of progress,
through the World Health Organization Strategic Advisory Group of
Experts (SAGE) on Immunization, in the reporting to the governing
bodies.

A final set of GVAP indicators (see Annex 1) was reviewed and
approved by the SAGE during their 6-8 November 2012 meeting,
and will be presented to the WHO EB in January 2013 and the WHA
in May 2013.

Monitoring commitments and resources: The M&E/A Frame-
work will also document and monitor stakeholders commitments
to GVAP and track resources invested in vaccines and immuniza-
tion.

Global level: The annual review process will go through SAGE, the
WHO EB and the WHA. The report will also be shared with iERG
for their women'’s and children’s health annual report to the UN
Secretary General.

Regional level: The WHO Regional Offices are developing their
mechanisms for review and reporting to the Regional Commit-
tees. Regional Technical Advisory Groups on Immunization may
take on that role, similar to the SAGE role at the global level.
Country level: The National Immunization Technical Advisory
Groups (NITAGs) and the Interagency Coordination Committees
(ICCs) could also assume roles of monitoring commitments and
resources at the country level. This will be determined as countries
continue to develop their national plans.
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