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Secretary General's Message
to the Participants in the
Children’s VVaccine Initiative

rotection from infectious diseases is one of
the greatest benefits that any government
can ensure for each generation. Vaccination
plays a major part in providing that protec-
tion, ensuring child health and fostering human
development.

| applaud the efforts that collaborators in the
Children’s Vaccine Initiative, in both public and private
sectors, are making to extend the control of infectious
diseases through vaccine research, development, pro-
duction, quality assurance, supply, utilization and
monitoring of impact. As a strong believer in preven-
tion, | encourage you to greater collective efforts to
control the remaining scourges as soon as possible,
and to prepare for new threats which will undoubted-
ly emerge.

Future generations will be in your debt.

KoF1 A. ANNAN
Secretary-General
United Nations







Foreword

his revised Strategic Plan sets out the priorities for
working together to protect the world’s children from
infectious diseases. It is published jointly by the co-
sponsoring agencies of the Children’s Vaccine Initiative -
the United Nation’s Children’s Fund (UNICEF), the United Nations
Development Programme (UNDP), the World Bank, the World
Health Organization (WHO) and the Rockefeller Foundation.

Since the founding of the initiative in 1990, following the World
Summit for Children, much progress has been made in vaccine
development and immunization. Most notably, the global eradi-
cation of poliomyeltitis is now within immediate reach - an
opportunity that must not be lost. Progress may also be mea-
sured by the range of new vaccines and vaccination approaches
now available for preventing infectious diseases. Global health
needs have changed over the last few years,and so have the orga-
nizations which serve them. One thing, however, remains unshak-
en - our shared belief that vaccination represents an exceptional-
ly effective intervention to protect the health of children and,
through them, to foster sustainable human development.

The prospects for expanding the protection against infectious
diseases provided by vaccines have never been greater. The
Children’s Vaccine Initiative provides an objective, open and
impartial forum for exchanging information and viewpoints,
coordinating activities, and catalysing worldwide efforts in
vaccine development and immunization.

As we enter a new century and a new era in vaccination, we com-
mit ourselves anew to working together to achieve the vision of
the CVI. Through this effort, we can protect millions more children
each year from suffering, disability and death. 1

vil
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Preface

he Children’s Vaccine Initiative (CVI) was founded follow-
ing the 1990 New York World Summit for Children. At
that time, close to 80% of the world’s children were
being routinely immunized against six diseases early in
life - polio, diphtheria, tetanus, pertussis, measles and tuberculo-
sis. While current immunization efforts against these diseases
save two to three million lives each year, millions more still die
from these diseases and others for which vaccines are needed.

In 1990, need, opportunity and optimism were galvanized into
action to create the CVI. This is a collective, international effort
designed to harness new scientific developments to increase pro-
tection from infectious diseases, and to simplify vaccine delivery
to benefit all the world's children.

The first CVI Strategic Plan, prepared in 1992-1993, outlined medi-
um and long-term actions needed to bring these goals to reality.
This revised Strategic Plan reflects five years of experience in
working together to better protect children from infectious dis-
eases through the development and application of safe, effective,
easy to deliver and widely available vaccines.

This Plan fundamentally affirms the directions of the previous ver-
sion, while adding to it new directions that will increase the ulti-
mate effectiveness of our collective efforts. Increased attention is
devoted to furthering societal commitment to vaccines, to accel-
erating the introduction of new vaccines and vaccination tech-
nologies, and to fostering public-private sector collaboration to
achieve these shared goals as rapidly as possible.




Implementation of this Plan requires vigorous, concerted action
by all members of the CVI coalition. We must not forsake tomor-
row’s children by failing to act today.

</ QA%%? / .

JOHN LA MONTAGNE
Chair
CVITask Force on Strategic Planning SIR GUSTAV NOSSAL
Chair
CVI Scientific Advisory
Group of Experts (SAGE)

G-

BJgRN MELGAARD
Executive Secretary
Children’s Vaccine Initiative




Working together
to protect
children from
infectious
diseases.

The Children’s Vaccine Initiative:
“Working together
to protect children from
infectious diseases”

Mission Statement

The Children’s Vaccine Initiative (CV1) is a global coalition of
organizations from the public, non-governmental and private
sectors, including the vaccine industry, working together to
maximize protection against infectious diseases through the
development and utilization of safe, effective, easy-to-deliver and
widely available vaccines.

To accomplish this, the CVI Secretariat creates forums and promotes
activities designed to:

* Enhance communication and consensus among contributors to
the vaccine development and application continuum, in
particular between the public and private sectors;

* Define needs, priorities and strategies of action;

* Promote coordination;

* Communicate the health and economic value of vaccines; and

* Mobilize additional resources for critical activities.

Launched at the World Summit for Children in 1990, the CVI is co-

sponsored by the United Nations Children’s Fund (UNICEF), the

United Nations Development Programme (UNDP), the World Heaith
Organization, the World Bank and the Rockefeller Foundation.
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sSummary

he 20t century has been witness to a transformation in the
control of infectious diseases that affect children. Smallpox
has been eradicated from the globe, transmission of
poliomyelitis has been interrupted in many parts of the
world and the disease may soon be eradicated, and measles rates have
been drastically reduced in some regions. These accomplishments,
which save approximately seven to eight million lives every year, were
made possible by the discovery and use of effective vaccines. We can
now build on these gains in public health through the utilization of
many other vaccines that are currently available but in limited use.
These highly cost-effective vaccines can save the lives of millions more
children. It is estimated that the wider use of the currently available
vaccines to prevent Haemophilus influenzae type b (Hib), hepatitis B,
measles and rubella could prevent up to three million deaths and
enormous suffering in children and adults each year. Vaccines and
technologies under development also offer great potental if widely

applied.

The challenge for the 215¢ century is to make sure that the enormous
impact of vaccines on the health and well-being of the population is
maintained and expanded, so that all of the world’s children benefit
from existing vaccines, and new vaccines are incorporated into use as
rapidly and efficiently as possible. Vaccines that effectively prevent
rotavirus diarrhea, pneumococcal pneumonia, meningococcal menin-
gitis in infants and cholera in older children and adults are near initial
introduction and, if made widely available, could prevent up to o
million deaths due to these diseases each year. Research efforts cur-
rently under way to develop new vaccines effective for the prevention
of malaria, tuberculosis, shigella dysentry, E.coli diarrhea, respiratory
syncytial virus (RSV), HIV and other infections which are presently

The challenge for
the 21st century
IS to make sure
that the
enormous impact
of vaccines on
the health and
well-being of the
population is
maintained and
expanded.
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not preventable through vaccination, are likely to yield products or
viable candidates in the next ten years, saving the lives of many more
millions of children and adults (Annex 1).

The aim of the Children’s Vaccine Initiative (CVI) is to better protect
children from infectious diseases through vaccination. The purpose of
this Strategic Plan is to outline a series of concerted actions that must
be taken to ensure that the public health goals possible through vacci-
nation are attained and that success is sustained. These actions require
the active engagement and involvement of partners from all elements
of the vaccine ‘continuum’ — research; development; production, reg-
ulation and ‘quality assurance; supply; introduction and use in the
community; and assessment of impact (Annex 2)!. This infrastructure
is now facing a range of opportunities and challenges as a result of a
series of changes that have occurred in the world of vaccines. The
most important of these changes is that the global investment in basic
research, begun about 50 years ago, is now paying rich dividends in
the availability of new vaccines. The pace of this innovation is expect-
ed to increase well into the next century and beyond. Also, vaccina-
tion programmes have been shown to be extremely effective. The
global efforts of national governments, supported by WHO, UNICEF
and many other groups, have dramatically altered historic disease pat-
terns and markedly reduced death rates from many common infec-
tions of childhood. At the same time, widespread use of antibiotics to
treat infectious diseases is resulting in the emergence of antibiotic
resistance, a danger that could be avoided by effective vaccines. Public
expectations that vaccines can and do reduce the rates of disease have
been vividly reinforced. Increasingly sophisticated production tech-
nology and higher development costs will mean that future vaccines
will cost more. Finally, the vaccine industry continues to undergo
important changes, including significant consolidation, as it adjusts to
the new dynamics of a global marketplace for its products.

We must take the advances to date and apply them to a series of spe-
cific goals in the prevention of infectious diseases which can best be
achieved through the concerted, coordinated efforts of the many seg-
ments of the vaccine development and delivery ‘infrastructure’.
Specifically, the following disease control goals are recommended by

this Strategic Plan:

1 Promising vaccine candidates should progress through this idealized ‘continuum’ into routine use smoothly
and without delays. However, the ‘continuum’ presently has a significant number of shortcomings. It often
lacks cohesion and experiences delays because it is composed of many autonomous components that are
largely unorchestrated and uncoordinated (Annex 2).

1
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* effective global control of measles, HBV, Hib and rubella (most,
if not all, potentially eradicable), through broader implementation
in all regions, by no later than 2005 (see Annex 1);

* accelerated development and introduction of priority new and
improved vaccines? that will reduce deaths due to infectious dis-
cases and increase the number of diseases preventable through
immunization (see Annex 1); and

* development of vaccines and vaccination technologies that sim-
plify immunization programmes through such means as oral or
other mucosal delivery, or reducing the number of injections.

The concerted actions needed to accomplish the vision of the
Children’s Vaccine Initiative (CVI), as well as the disease control goals
outlined above, are both realistic and attainable. These will require
mobilization and collaboration to engage and strengthen efforts of
contributors in all stages of the vaccine continuum, in and between
both the public and private sectors. It is critical that the CVI collec-
tively pursue key strategic objectives in the following areas:

Development

* fostering the development of new and improved vaccines (especially
vaccines which will simplify immunization);

* promoting respect for and protection of intellectual property;

* assisting in the development of vaccines which have limited appar-
ent commercial prospects, yet great public health potential;

Supply

* promoting consistent high quality in all vaccines;

* encouraging governments towards self-reliance, adequate financing
of immunization programmes and the targeting of external assis-
tance at the most needy countries;

2 Rotavirus, pneumococcal, RSV, improved influenza, improved TB. HIV and STD vaccines for global use,
and malaria, meningococcal, Dengue, JEV and selected diarrhoeal vaccines for mostly regional use. See
Annex 1 for the possible time frame for these vaccines
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« creating and expanding demand for vaccines;

« planning to provide for vaccine supply in emergencies;

Utilization

« promoting the selection and introduction of priority new vaccines
into immunization programmes;

* promoting the safety of injection practices;

« encouraging the collection of national information on which to
base estimates of the burden and costs of infectious diseases (for
decision-making on vaccine introduction);

« supporting social and behavioral research designed to achieve a bet-
ter understanding of factors leading to increased societal acceptance
and use of vaccines;

« promoting access to national delivery systems and vaccines;

« encouraging the creation of mechanisms for the delivery of vaccines
to target groups beyond infants and women of childbearing age;

Advocacy

« increasing the awareness of the value of vaccination to society and
to national decision-makers, thus increasing the demand for vac-
cines in all countries; and

« mobilizing the resources needed to support all of these efforts.

The Dedlaration of New York, which launched the CVI at the World
Summit for Children in 1990, set visionary goals for vaccines and vac-
cination programmes (Annex 3). It foresaw a world in which all chil-
dren would be protected from the ravages of infectious diseases
through the use of simpler, preferably oral or other mucosal vaccines
that would be administered early in life. Significant progress has been
made along the path towards that dream. In the short span of seven
years, the CV1 has been singularly effective in advancing this agenda
through a variety of interconnected efforts and activities. The original
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CVI Strategic Plan, drafted in 1992-1993, presented a number of
options for advancing the goals, and much has been learned as a result.
CVI task forces, such as the Task Force on Situation Analysis, revealed
the economic dimensions and dynamics of the vaccine industry and
identified new strategies for collaboration. Partnerships with other
interested parties allowed CVI to focus attention on the research need-
ed to develop combination vaccines. Through collaboration among its
many partner organizations, CVI has effectively promoted improved
vaccine production and quality throughout the world. All of these
accomplishments were made possible due to the unique role that CVI
has as an organization that facilitates interaction and communication,
especially between the private and public sectors of the vaccine con-
tinuum {(Annex 4).

The vision of CVI cannot be achieved without greater awareness
among the general public and policy makers, or without better infor-
mation on the burden of diseases. The vision will only be achieved in
a timely manner if greater collective efforts are made to accelerate pri-
orities. Thus among the activities in this report, five stand out as par-
ticularly needing additional resources: assessing disease burden, advo-
cacy, completing development and introduction of globally important
vaccines, enhancing collaboration and mobilizing additional resources.

The CVI, as a global coalition, is ideally positioned to facilitate rapid
progress towards, and widespread implementation of, needed vaccines.
The vision of CVI can become a reality if CVI continues successfully
to recruit and engage partners along the whole vaccine continuum.
New and expanded efforts will need to be incorporated into the activ-
ities of CVI collaborators (Annex 5) and will require substantial new
resources beyond present expenditures on global vaccination (Annex
6). The CVI Secretariat must help to enhance communication among
all parties by providing forums for discussion and by continuing to
identify needs, priorities and strategies thar advance the shared vision.
The CVI can effectively serve the critical need for advocacy, coordina-
tion and mobilization of needed resources that this Plzn defines. The
path ahead is clear albeit difficult. The concerted efforts of all parmers
of the vaccine continuum must be engaged if the common goal of
improving the lives of children throughout the world through the
development and optimal use of safe, effective vaccines is to be

achieved.
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INtroduction

The Task Force on Strategic Planning developed this Strategic Plan for
the Children’s Vaccine Initiative in a series of meetings and discussions
between May 1996 and May 1997 (Annex 7). This Plan builds on the
momentum established by the original 1993 CV7 Strategic Plan, which

defined four medium-term objectives, summarized as follows:

* To improve vaccine availability by promoting mechanisms that
ensure a sustained supply of affordable, quality vaccines for child-
hood immunization programmes.

* To develop improved and new vaccines, including a focus on the
development of combination vaccines based on diphtheria-tetanus-
pertussis (DTP) vaccines.

¢ To focus efforts on capacity building, especially in the areas of vac-
cine production, quality control, rescarch and development.

* To provide forums for discussions of these issues and for resource
mobilization.

Significant progress has been, and is continuing to be made in address-
ing these four objectives. These medium-term objectives require the
continuous engagement and participation of all members of the vac-
cine continuum in order to provide effective control of infectious dis-
eases by immunization.

A number of efforts since the creation of the CVI illustrate increasing
commitment to vaccine development and delivery. The United States
Congress, for example, has targeted additional resources to the

National Institutes of Health, specifically to CVI goals. The European

While the distant
future is
uncertain, we
must act now.
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Commission is well aware of the importance of vaccines and immu-
nization, and is therefore providing an important support to research
and development efforts in the field of vaccines targeted by this report.
The possibility of complementarity and new momentum provided by
this Strategic Plan to ongoing and future European Union research
activities is most welcome. Rotary International has mobilized finan-
cial and human resources to support global polio eradication, and the
UNDP fostered the concept of an International Vaccine Institute,
Jaunched in October 1997 with substantial support from the
Government of Korea.

The Task Force on Strategic Planning elected to develop the new
Strategic Plan to build on the significant accomplishments already
achieved, and to respond more effectively to emerging transitions both
in the vaccine world and in the global economy (Annex 8). Such tran-
sitions include the growing wish of a number of developing countries
to make decisions about introducing new vaccines, and the increasing
ability of certain developing countries to become self-sufficient in run-
ning and financing their own immunization programmes. In another
important area of change, it is clear that new vaccines of global appeal
will generally not be inexpensive products when initially introduced.
The new Strategic Plan reflects the need to respond to such changes by
exploring options that will facilitate maximum choice, while ensuring
that the poorest countries continue to be supplied with quality vac-
cines at affordable prices.

To develop this Plan, the Task Force pursued two approaches concur-
rently. First, progress against the first Plan was reviewed and the prob-
lems associated with reaching the original objectives were identified
(Annex 9). Second, the Task Force sought to identify significant recent
developments — such as new technologies or approaches to immuniza-
tion programmes — that were relevant and needed to be incorporated
into the new Strategic Plan. In addition, the Task Force developed a
statement to communicate succinctly and directly the mission of the
CVI — essentially to bring order to a disjointed system.

In the development of the new Strategic Plan, Task Force members out-
lined which elements in the vaccine continuum were most critical to
achieve success, considered the obstacles that must be overcome for the
Plan to be successful, and outlined general approaches to the achieve-

10
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ment of objectives. Finally, the Task Force identified a series of mile-
stones by which to measure progress. It is important to note that the
new CVI Strategic Plan is not intended to serve as a detailed activities
plan for all CVT collaborators, but rather as a broad framework within
which individuals and organizations may contribute different activities
based on their comparative advantages and interests (Annex 10).

As a ‘framework’, this Plan identifies actions needed over the next few
years to bring to reality desirable outcomes that may take 10 to 15
years to come to fruition. Without concerted action, the likelihood
that these outcomes will be achieved is much less, possibly even non-
existent. Given that new, potentially unpredictable developments will
occur in the vaccine world, the CVI Strategic Plan needs to be seen as
a general guide requiring periodic revisions every three to five years.
Such updating will confirm the validity of the Pln and/or allow for
refinement in its areas of emphasis. While the distant future is
uncertain, we must act now.
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Key elements of the
Strategic Plan

The four main elements of the new CVI Strategic Plan are outlined
below, each accompanied by its principal objectives.

1. Facilitating development of new and improved
vaccines

Expansion of disease control efforts through existing vaccines, as well
as new and improved vaccines, requires a long-term commitment to
supporting global capacities for research and development. This
includes not only the support for institutions engaged in this activity,
but also for the informal networks that emerge to address each vaccine
as it moves through the vaccine condnuum. This is especially critical
for those vaccines which, for the moment, are perceived to have little
commercial appeal, yet great public health potential, such as vaccines
to prevent tuberculosis or malaria.

Today, the development of vaccines relies heavily on the strategic use
of intellectual property rights (IPRs) that provide assurance to
investors that a vaccine candidate will be able to find markets that pro-
vide a fair return on invested funds. Without a good system to protect
and respect IPRs, it is unlikely that new vaccines will become available.

1.1 To foster the development of new and improved vaccines
(especially vaccines which will simplify immunization):

* develop consensus on priority new vaccines and the improvement of
existing vaccines;

* acquire epidemiologic and economic data on infectious diseases to

guide decision-making;

13
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* promote research and development efforts on new vaccines, vac-
cines using combination methodologies, and/or vaccines based on
new technologies;

« promote research and development cfforts for oral and other
mucosally delivered vaccines which are easy to deliver, and can give
better protection than injectable vaccines against pathogens enter-
ing the body via mucosal surfaces;

« promote the development of vaccines which are freer from adverse
reactions;

* promote the development and use of more thermostable vaccines;

« strengthen local and regional institutions devoted to epidemiology,
vaccine research, clinical trials, development, quality control, regu-
lation and quality assurance;

* harmonize technical requirements for vaccine licensing and produc-
tion, based upon a scientific consensus; and

* harmonize vaccine delivery schedules.

1.2 To promote respect for and protection of intellectual property:

» promote and support protection of intellectual property, in line
with the World Trade Organization (WTO) Agreement on Trade
Related Aspects of Intellectual Property (such protection, in turn,
serves to provide stimulus for innovation); and

« develop mechanisms that assist in the transaction and negotiation of
intellectual property rights that lead to the wide introduction, or
improvement, of priority vaccines.

1.3 To assist in the development of vaccines which have limited
apparent commercial prospects, yet great public health potential:

* provide information on the impact of so-called ‘orphan’ diseases in
endemic areas to help guide decision-making on research and devel-
opment priorities; and

14



The CVI Strategic Plan

¢ facilitate the evaluation and production of vaccines of limited com-
mercial interests.

2. Promoting the wide availahility of quality
vaccines

The potential impact of vaccines can only be realized if the vaccines are
available and used in national immunization programmes. Adequate
quantities of quality vaccines must be accessible to all countries. The
vaccine financing infrastructure must be expanded and strengthened
to support the introduction of new vaccines. Governments must take
increasing responsibility for financing their national vaccine needs as
well as their immunization programmes in general. This is required
both to ensure sustainability and to allow external support to be more
targeted at the neediest countries. It is also important to balance the
objective of supplying affordable vaccines to the neediest countries
with the need for adequate revenue to stimulate and sustain new vac-
cine research and development. A central strategy to achieving both of
these ends is price-tiering — a strategy by which different markets are
offered different, but appropriate and affordable prices (see Annex 11).

2.1 To promote consistent high quality in all vaccines:

* encourage the establishment of National Control Authorities
(NCAs) with the appropriate control functions in every country;

* enhance and rationalize local and regional efforts to improve vac-

cine quality;

* encourage adequate support for research related to the assurance of
vaccine quality;

* ensure the availability of reference materials necessary to assure vac-
cine quality; and

* foster communication among National Control Authorities, region-
al regulatory bodies, WHO, and other organizations interested in
vaccine quality.

15



Managing Opportunity and Change: A Vision of Vaccination for the 2157 Century

2.2 To encourage governments towards self-reliance, adequate
financing of immunization programmes and the targeting of
external assistance at the most needy countries

¢ develop and promote tools and financing mechanisms, such as
revolving funds like the UNICEF Vaccine Independence Initiative
(VII) and the PAHO Revolving Fund;

« strengthen selected ‘local’ or regional vaccine producers — those
determined to be economically and technically viable — to ensure
reliable production of quality vaccines;

* improve prospects for self-reliance by improving efficiency and
avoiding vaccine overstocking and wastage;

» strengthen national procurement systems to enable governments to
undertake direct procurement of quality, affordable vaccines effec-
tively;

e coordinate the donor community to encourage national govern-
ments to take greater financial responsibility for their vaccine sup-
plics and immunization activities, as well as to target donor finan-

cial support at those countries in greatest need (defined as countries
in the UNICEEF/WHO bands A&B, see Annex 11); and

« support National Control Authorities adequately, so that they can
perform the functions necessary to ensure the quality of all vaccines
whether imported or produced locally.

2.3 To create and expand demand for vaccines:

« inform the public and decision makers on the value of disease pre-
vention and the role of vaccination as a cost-effective health inter-
vention;

« improve the credibility of national and global demand forecasts by
strengthening the link between need and actual financing and use
of priority vaccines;

16
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» facilitate the supply of vaccines at reasonable market terms by mobi-
lizing additional resources for their purchase;

* make needed vaccines available to all countries by employing pro-
curement systems or innovative financing mechanisms that include
specific attention to the needs of the poorest countries for new vac-
cines (see Annex 11);

* promote the understanding of “affordability” and how its definition
varies with perceived value as well as available resources; and

* identify strategies and share data with public and private manufac-
turers which will improve the supply of existing and future vaccines.

2.4 To plan to provide for vaccine supply in emergencies (such as
outbreaks or disruptions of production):

* identify currently available vaccines that may be needed in quanti-
ties exceeding routine supply capacity because of potential out-

breaks;

* identify diseases for which routine vaccine delivery is most at risk
from disruptions in production and distribution; and

* formulate and implement strategies for meeting unexpected
demands or disruption in routine supply (such as financing strate-
gies and creation of stockpiles managed to ensure the availability of
potent vaccines).

3. Promoting the introduction and use of needed
vaccines

One of the major challenges to the vaccine continuum is to manage
and facilitate the process of introducing a new or improved vaccine
into an immunization programme. The technical dimensions of this
problem may not be as difficult as the logistic and financial problems
that need to be solved. One of the major challenges to the successful
introduction of a vaccine is the mobilization and coordination of inter-

17
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national, national, community and individual efforts in support of the
introduction of a new or improved vaccine, especially to prevent an
infectious disease when the impact of that disease is not fully appreci-
ated in the community. Data collection is important for establishing
disease burden; it should also be used to monitor progress and refine
programmes, inter alia to eliminate inequalities in access.

3.1 To promote selection and introduction of priority new
vaccines into immunization programmes:

¢ develop guidelines to encourage selection and introduction of new
vaccines by national immunization programmes;

* supply technical support (epidemiologic, biotechnological and eco-
nomic) for the design and implementation of new immunization
programmes;

* incorporate regional needs in selection of vaccines for national
immunization programmes when epidemiologic circumstances war-
rant their inclusion (such as for yellow fever, hepatitis B, Hib,

typhoid and cholera);
» develop relevant morbidity and mortality data; and

* monitor and disseminate lessons learned from countries adopting
new vaccines early.

3.2 To promote the safety of injection practices:

* promote education and training of health personnel on injection

safety;

* promote strategies for improving injection safety, such as the supply
of auto-destruct syringes; and

s promote research and development of technologies that improve
injection safety (improved jet injections and needle-free injection
technologies).

18
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3.3 To encourage the collection of reliable information on which
to base estimates of the burden and costs of infectious diseases
(for national decision-making on vaccine introduction):

strengthen national infectious disease surveillance for existing and
emerging infectious diseases;

encourage the collection of data from additional sources of epi-
demiologic information (such as serologic studies and antenatal
screening);

strengthen efforts to assess both the economic and social costs of
infectious diseases including links between these and poverty; and

link epidemiologic data to priority-setting for vaccine research, devel-
opment and introduction at national, regional and global levels.

3.4 To support social and behavioural research designed to
foster a better understanding of factors leading to increased
societal acceplance and use of vaccines:

promote investigation of public and policy-maker knowledge of,
and attitudes towards infectious diseases:

promote investigation of public and policy-maker knowledge of,
and attitudes towards vaccination, including adverse events and
injection safety; and

promote investigation of public and policy-maker attitudes towards
prevention of disease and willingness to pay for protection.

3.5 To promote access to national delivery systems and
vaceines: ‘

identify groups with low immunization rates and target them for
innovative and intensified efforts to increase access;

encourage innovative approaches for improving distribution and
delivery of vaccines;




Managing Opportunity and Change: A Vision of Vaccination for the 2157 Century

« foster methods to encourage participation of the community (espe-
cially mothers) and to ensure gender equality;

« coordinate and mobilize donors, where needed, for critical elements
of infrastructure such as the cold chain;

o decentralize authority and accountability for immunization service
delivery while assuring policy formulation and monitoring capacity
at national levels; and

« maintain a balanced use of resources in countries by promoting
regional or global initiatives only when absolutely essential, and
after full consultation with countries in greatest need of routine pro-
gramme strengthening.

3.6 To encourage creation of mechanisms for delivery of
vaccines to target groups beyond infants and women of
childbearing age:

« strengthen policies and programme implementation regarding
booster doses for basic paediatric vaccines;

e identify and create appropriate opportunities (such as school entry
or pre-adolescence) for reaching unimmunized individuals, or for
delivery of vaccines expected to be available in the ncar future
against sexually transmitted diseases (STDs), including HIV/AIDS;

* promote the concept of vaccination as a preventive measure relevant
to all stages of life — infancy, childhood, adolescence, adulthood and
maturity.

4. Fostering a culture of prevention through
advocacy for vaccines

The real magnitude of infectious diseases is not always recognized.
One of the great paradoxes of public health is that as control over an
infectious disease is established by the effective use of vaccines, the
community’s perception of the risk of that infection diminishes. This
diminished appreciation for the risks of discase and the benefits of
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immunization requires our immediate attention since experience has
shown that as vaccination rates drop, infectious diseases re-emerge and
epidemics can ensue. Effective control of a disease may easily falter,
leading to its re-emergence. This circumstance compels continued
attention to immunization programmes and action to maintain local
and political commitment to them. This can be done only through
active efforts which inform the public of the benefits and risks of vac-
cination, the real risks of infectious diseases in their community, and
the impact of these problems on society as well as the individual.
Similar efforts must also be directed at opinion leaders and those who
provide resources so that support to immunization efforts can be dra-
matically expanded to provide better protection.

4.1 To increase awareness of the value of vaccination to society
and to national decision-makers, thus increasing the demand for
vaccines in all countries:

* actively engage all partners in the vaccine continuum to provide
information to their constituencies on the value of immunization
programmes and vaccines;

* promote the use of mass media sources, such as the internet, to
address the value of immunization and vaccines;

* identify community leaders to act as advocates for immunization
programmes and vaccines; and

* inform decision-makers on the benefits of immunization and vac-
cines to their communities.

4.2 To mobilize the resources needed to support all of these
efforts:

* develop accurate estimates of the morbidity and morrality attrib-
uted to infectious diseases in the community through the use of epi-
demiologic, economic and scientific resources in the vaccine con-
tinuum;

* develop accurate estimates of the economic impact of infectious dis-
eases and the benefits to be derived by immunization;
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establish a clear agenda of action for decision-makers including
ascertaining that vaccine supplies, immunization infrastructure,
financing and support systems (such as training; education and
communication materials; and monitoring systems) are adequate to
meet the present and future public health needs either locally,
nationally or globally;

ensure participation of the community (especially of mothers) in
the planning and promotion of immunization programmes, and

develop active information campaigns for the public on immuniza-
tion programmes, vaccines and the risks of infectious diseases. [
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Implementing the
CVI Strategic Plan

The task of implementing the CVI Strategic Plan rests collectively with
the collaborators in the Initiative aided by the CVI Secretariat, since
the CVI is not itself an ‘operational’ entity. The key elements and
strategic objectives outlined above need to be further reviewed by col-
laborators in the CVI coalition and translated into new or strength-
ened activities — and goals — for their organizations, taking into
account their respective mandates or missions, and current efforts.
Annex 10 can serve as a planning and monitoring guide for collabo-
rating agencies and the CVI Secretariat. The CVI Secretariat itself will
undertake for the Initiative as a whole the various functions described
in the mission statement to facilitate the coordinated implementation
of the Plan and achievement of its objectives (Annex 12). Most, if not
all of the activities outlined above will need enhanced collaboration
and cooperation between the public and private sectors, a primary
focus of the CVI Secretariat.

To foster further commitment to the goals outlined in this Plan, the
Task Force on Strategic Planning recommends that the CVI convene a

World Summit for Children’s Vaccination (Annex 13).



Photo. UNICEF/Ruby Mera

“Keep The Promise... For a Better World for all Children”
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Annex 1

Major vaccination targets:
burden of disease, medical costs and estimated
cost of prevention

The priorities in the following table were selected by the Task Force on
Strategic Planning, taking into account and balancing the following
factors:

* the burden and perceptions of the target disease;

* appropriateness of vaccination as a preventive measure;

* the availability of other practical means to prevent or treat a disease;
* the suitability of the vaccine for wide utilization;

* likely efficacy, particularly in infants, of a given vaccine;

* ease of addition to current immunization schedules;

* availability in a combination product;

* cost and supply capacity; and

* other potential benefits of the product.

Evaluating vaccination options

Building the present infrastructure for disease control through vacci-
nation was undertaken largely on the basis of humanitarian arguments
for averting disease. Post ficro calculations of lives saved and costs
showed vaccination to be among the most cost-effective health inter-
ventions (World Bank, 1993 Investing in Health).

As health intervention options have proliferated, the need to assess the
relative merits of different courses of action has increased. Attempts to
quantify health benefits and costs of vaccination options can help in
choosing among options, and in justifying the investments needed to
pursue the most favorable ones. Such quantitative analyses help
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inform, but do not replace, policy making, which must also incorpo-
rate subjective judgments.

In an effort to provide support to those making policy decisions, the
CVI Secretariat staff has developed a ‘framework’, with broad guidance
from epidemiologists, economists, vaccinologists and national immu-
nization programme managers, to support evaluation of vaccination
policy options. Rigorous application of such methods requires con-
siderable data collection and assumptions where information may not
be precisely known (for example, where discase burden data or treat-
ment costs are uncertain, or where the price of a new vaccine, for dif-
ferent markets is not known). Because of these uncertainties, results
are usually presented as a range of plausible values. Nonetheless, their
relative magnitude can be informative.

These methods can be applied at local, national, regional and global
Jevels. For each country they incorporate, based on its development
and epidemiology, data or estimates of infection/disease incidence,
treatment costs and vaccination programme costs. Global estimates
are compiled by aggregating country level calculations. A systematic
assessment of many of the options listed in the following table has been
initiated by the CVI Secretariat. A number of assessments have been
completed to date which are indicated by a footnote in the following
table, together with estimates made by other groups of costs or bene-
fits. Other assessments are in progress or planned, and further results
will be made available through periodic CVI publications to be
announced in the CVI Forum. 1
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Annex 3

The Children's Vaccine Initiative:
10 September 1990

Children represent the most vulnerable segment of every society - and
they are our present and the future. Good health, especially of chil-
dren, promotes personal and national development. Scientific
progress, matched with improved capacities of all countries to immu-
nize their children, provides an unparalleled opportunity to save addi-
tional lives and prevent additional millions of disabilities annually
through a global “Children's Vaccine Initiative”.

Working together, national and international agencies, service organi-
zations and private voluntary agencies around the world have demon-
strated the feasibility of providing immunization to over 70% of chil-
dren in the developing world, saving approximately two to three mil-
lion children per year from those preventable diseases. Furthermore,
countries around the world have demonstrated public interest in
mobilizing to protect their children. With universal immunization
using the current vaccines, two to three million more deaths could be
prevented annually. Development of new vaccines against diseases
could save another five to six million lives annually during this decade.

Universal immunization will be facilitated by accelerating the applica-
tion of current science to make new and better vaccines, benefiting
children in all countries. These include vaccines which:

* require one or two rather than multiple doses;

* can be given earlier in life;

* can be combined in novel ways, reducing the number of injections
or visits required;

* are more heat stable, retaining potency during transport and stor-
age, particularly at tropical temperatures;

* are effective against a wide variety of diseases not currently targeted
by immunization but which take a heavy toll of needless deaths,
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including AIDS, acute respiratory infections, diarrhoeas, and
important parasites; and

e are affordable.

Work on vaccines themselves must be accompanied by investments
which bring them rapidly into large scale and inexpensive production
and effective use. Such investments are needed to simplify production
and quality control methods; to support field trials; to speed licensing;
to develop approaches — including production in developing countries
— which assure that vaccines are available for all, to simplify the logis-
tics of storing, transporting and administering vaccines and to
strengthen national epidemiological and applied research capacities,
especially in developing countries, so that each vaccine is used to best
advantage.

We, an international group of experts in the field of research and appli-
cation of vaccines, acting in our individual capacities to review the
great contribution which new and improved vaccine can make during

the current decade to the health of all the world’s children:

Urge national leaders, the heads of national and international agen-
cies concerned with vaccine development and use, commercial
enterprises, and private and voluntary groups - harnessing the sci-
entific and technical capacity of the world, North and South - to
commit themselves to a Children’s Vaccine Initiative which aims
to produce and deliver “ideal children’s vaccines”, which: provide
lasting protection against a wide range of diseases, need fewer con-
tacts, have more heat stability, are simpler to administer and are

affordable.
And,

Request the World Health Organization, in fulfillment of its con-
stitutional mandate as the directing and coordinating authority on
international health work, to catalyze global efforts towards these
ends by taking the lead in establishing an International Task Force
for Vaccine Development with UNDP, UNICEE The World Bank,
and other interested international, national, public and private
organizations to coordinate their efforts through exchanging infor-
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mation, agreeing upon priorities, monitoring and evaluating
research results, helping organize and coordinate clinical trials of
vaccines, promoting the development, production and incorpora-
tion of improved and new vaccines into national immunization pro-
grammes, and facilitating resource mobilization. O
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Annex 4

Progress towards CVI goals:
achievements of collaborators in the CVI

The Declaration of New York identified a range of goals and collec-
tive action for vaccine development and vaccine delivery. The
Declaration led to new thinking, new activities, and increasing col-
laboration which resulted in progress towards CVI goals. In some
cases the projects which led to these advances may have been in place
prior to 1990, but it is possible the Declaration of New York and the
creation of CVI strengthened commitment to the projects.
Advances include not only products and their application, but also
new strategies and mechanisms through which further progress will
be achieved. Major accomplishments since 1990 are highlighted

below:

Integration of the vaccine development and utilization
continuum

* Widening recognition of the necessity to integrate components of
the vaccine continuum in order to accelerate and maximize the
benefits of vaccines (for example, the creation by WHO of the
Global Programme for Vaccines and Immunization).

* New efforts to achieve consensus on priorities between all major
players in the vaccine continuum, including industry (such as
broad collaboration on the revised CV7 Strategic Plan).

* Increasing effort to use resources in the most efficient manner,
through priority setting and rational allocation strategies.

* Establishment of new mechanisms for increasing communication
and coordination among contributors to vaccine development
and application, namely the CVI Consulrative Group, the Task
Force on Strategic Planning, Product Development Groups, and
Working Groups on Vaccine Demand, Supply and Financing,
and on Advocacy and Information Exchange.

* Increased dialogue between the vaccine industry and public sec-
tor agencies through CVI sponsored activities such as the 1997
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Bellagio Conference, and other mechanisms including the
WHO/GPV/VRD Steering Committees.

« Improved understanding by the public sector of vaccine industry
economics through commissioned external analyses.

* Widening recognition that adequate revenues and appropriate pric-
ing according to different markets are inextricably linked to indus-
try’s development of new vaccines; and the incorporation of this
concept into new strategies to ensure early, wide access to future
vaccines of global importance.

Development of new and improved vaccines

« Newly licensed vaccines: improved cholera (2), improved typhoid,
improved (acellular) pertussis, hepatitis A and varicella.

» Newly licensed combinations: DTP-Hib, DTP-HB, DTP-Hib-Hb,
DTaP, DTaP-1PV, DTaP-Hib, HA-HB and Hib-HB.

e An increase in vaccine candidates in development to the highest
number ever (Jordan Report, NIAID, 1997).

« A strong, demonstrated interest by industry in the development of
combination vaccines (CVI Forum, #11).

« An increase in the range of new technologies under investigation by
major and new vaccine developers. These technologies should sim-
plify vaccine delivery.

¢ The demonstration of Hib vaccine effectiveness in Chile and the
Gambia.

+ Development, testing and licensing of rotavirus vaccine and com-
pletion of pneumococcal vaccine Phase III efficacy trials in the

USA.

* Development of vaccines of regional importance such as meningo-
coccal conjugate and Dengue vaccines.
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Assuring the wide availability of vaccines

* Increased attention to assuring the supply and quality of vaccines,
arising from the activities of the CVI Task Force on Situation
Analysis for Global Vaccine Supply (TFSA), and the CVI Task
Force on Quality Control, including the creation by WHO of a
Vaccine Supply and Quality (VSQ) Unit in GPV.

* The first comprehensive global assessments of global vaccine supply
by the TFSA. :

* Identification and assessment of 14 priority countries undertaking
‘local’ vaccine production, covering 75% of the world’s children.
p

* In-depth evaluation of three local producers (Egypt, Indonesia,
South Africa) to assess long-term viability and role in the supply of
future vaccines.

* Identification of key factors for guiding decisions on rational, viable
local  production: production scale; capacity for Good
Manufacturing Practices (GMP) and production consistency;
capacity to take on new technologies; performance meeting demand
and scale-up; credibility of quality and existence of a Nartional
Control Authority; management structure and legal status, includ-
ing adequate autonomy. These criteria now form the basis of
detailed studies of particular manufacturers.

* New strategies for UNICEF vaccine procurement to enhance access
to future vaccines, initiated in 1995.

* Strengthening National Control Authorities.
* Improvement in the proportion of DTP vaccine used in national

immunization programmes that is of known good quality from

54% in 1993 to 73% in 1997.

Vaccine application and disease contro/

* Substantial progress towards global polio eradication, including
polio elimination in the Americas since 1991.
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Progress in measles control, especially in the Americas, through the
adoption of new periodic mass campaigns.

Hepatitis B vaccine adoption since 1990 in many high-risk and
richer countries, now preventing 400 000 infections annually,
approximately 30% of infant and childhood infections that would
otherwise result in adult deaths from cirrhosis and liver cancer.

Use of rubella vaccine in over 70 countries, decreasing the incidence
of congenital abnormalities in infants born to mothers infected in

pregnancy.

Adoption of Hib vaccine by 24 countries, mostly since 1990,
including use in Chile, Uruguay, Qatar and the Gambia.

New strategies emerging for targeting assistance to the neediest
countries.

Capacity building

Increased awareness of the need for new resources for surveillance
around the world, in part resulting from recognition of the threat of
emerging, or re-emerging infectious diseases.

Establishment in 1995 of the first international institution devoted
to research and capacity building related to vaccines — the new
International Vaccine Institute, Seoul, Korea, developed through a
UNDP initiative and supported by the Government of Korea.

Recognition of the value of vaccines and the mobilization of
resources

Increasing investment by developing countries in their immuniza-
tion programmes. Between 1990 and 1997, the proportion of the
poorest, smallest countries (UNICEF/WHO Band A countries)
paying some portion of their vaccine needs rose from 2% to 25%.
For UNICEF/WHO Bands B and C, the proportion rose from
40% to 70%, and from 80% to 90%, respectively.

Increasing investment by the public sector in vaccine development,
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to an estimated US$400 million annually in 1997. Increases in vac-
cine expenditures by the United States and European Commission
are particularly noteworthy. Some new funds have been provided
for agencies with activities specifically related to the CVI goals of
simplifying vaccine delivery, such as the US National Institutes of
Health (NIH). A significant portion of recent increases is due to
additional funds for HIV/AIDS vaccine development.

Increased funding of new product development by private sources,
major companies and venture capital which is at an all time high,
approximately US$500 million.

Creation by the UNDP, with significant financial support from the
Government of Korea, of the new International Vaccine Institute
(IVD), located in Seoul, Korea, with partner institutions in a num-
ber of other Asian countries.

Clarification of the need for expanded and specific activities in
advocacy for vaccines and resource mobilization, as a prerequisite
for further progress towards appropriate, full application of new
tools emerging from the vaccine development ‘pipeline’.

Simplifying and improving vaccines and vaccine delivery

Development by vaccine companies and licensing of a wide range of
new combination vaccines (see above and CVI Forum #11) which
permit immunization with fewer contacts or injections.

Development and licensing of acellular pertussis vaccines which
have fewer adverse reactions and should lead to improved public
acceptance of immunization.

Development of approaches for single-dose tetanus vaccines to the
Phase I clinical trials stage, through a CVI-WHO/GPV Product
Development Group (PDG).

Development of approaches to the Phase 11 clinical testing stage for
a more thermostable oral polio vaccine, through a CVI Product
Development Group which included representatives of the vaccine
manufacturing industry.
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* Development of vaccine vial monitors (VVMs) through collabora-
tion with WHO/VSQ, the Program for Appropriate Technology in
Health (PATH) and USAID. VVMs are designed to reduce vaccine
wastage and extend the use of vaccines to difficult to reach places

‘beyond the cold chain’.

« Discovery of the immunizing potential of ‘naked” DNA and its early
clinical evaluation for a number of diseases including malaria,
influenza and HIV/AIDS. The DNA vaccine approach, if success-
ful, could lead to a new approach to multi-antigen, fewer dose vac-
cines.

« Exploration of a range of vaccine ‘vector’ approaches such as vac-
cinia, canary pox and BCG. Some of these appear to have promise
in limited applications and merit further research.

e Preclinical and early clinical testing of a wide range of new potent
adjuvants that may facilitate reduction in the number of vaccine
doses required for full immunization.

Conclusion

Since the CVI was launched, there have been significant new develop-
ments at the early stages of the vaccine continuum. Much of this has,
however, only been applied in industrialized countries, and even there
incompletely. The pace of innovation is increasing. This highlights
the need for concerted action so that the potential for public health
benefits in all areas of the world is accelerated and maximized.
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Actions to be taken for successful implementation
of the CVI Strategic Plan

The development and maintenance of political will at the highest level
was essential to the success of Universal Childhood Immunization
(UCI) by 1990. In 1994, a Steering Committee for Lessons Learned
on Sustainability of Child Immunization, in its study commissioned
by UNICEE identified several factors critical to sustainability and fur-
ther development of child immunization services. Although no single
factor guarantees sustainability, political commitment was identified as
continuing to be of critical importance. Mobilization of politicians
and, by extension, government workers and social leaders helps to pro-
vide credibility and resources for immunization. Efforts to advocate at
the highest political level for essential health services for children such
as immunization must be maintained. The leaders must continually
be informed of the important role of the traditional and new vaccines
in improving child health in each country setting.

The world is also experiencing a wave of decentralization efforts. This
is affecting the way local priorities are set and the way health services
are financed and provided. It is, therefore, vital that advocacy for
immunization be increasingly targeted to local decision-makers as well.
Local health authorities will have to be empowered to take on a
stronger advocacy role. This will require, among other things, support
to the development of such skills.

Commitment of civic society and demand for the services by families
is also a critical factor in keeping immunization a priority. The con-
cept and practice of immunization needs to be integrated into the
“health consciousness” of people and thus, to their daily lives. Media,
local leaders and other partners need to be used to reach this objective.
The political commitment of donors and international organizations
will be critical to the sustainability and further development of immu-
nization programmes. There is a concern that the tremendous poten-
tial of new vaccines to improve the welfare of children in the poorest
countries will not be realized for lack of start-up funds. Advocacy to
obtain international political commitment is critical to reap the full
benefits of past and ongoing investment in immunization services for

children.
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To make the benefits of expanding vaccination a reality, all the differ-
ent individuals and organizations, from both the public and private
sectors, must collaborate by pursuing different actions based on their
comparative advantage and capabilities. More specifically:

National governments should:

e create a budget line for national vaccination efforts;
o meet UNICEF self-sufficiency targets;
* design 5-year national plans for immunization;

e ensure that national immunization programmes use vaccines of

known good quality only;

* create, or strengthen, National Control Authorities responsible for
vaccines;

e assess the rationale for any local, government-supported vaccine
production and assure viability of supply for existing and new vac-
cine needs; and

e recognize the value of disease prevention through vaccination and
increase, accordingly, investment in both basic research and infec-
tious disease surveillance.

International organizations should:

* develop recommendations that encourage all countries to imple-
ment the widest practical range of vaccination activities to protect
children against infectious diseases;

« reaffirm and implement the strategies articulated for targeting sup-
port at the neediest countries, such as the UNICEF procurement
strategy for new vaccines;

« develop and implement new strategies for the targeting of financial
support for vaccination activities at the neediest countries;
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offer technical assistance based on the organization’s comparative
strengths (such as UNIDO offering its assistance to selected local
vaccine producers to help ensure the reliable manufacture of high
quality vaccines);

propose inventive policies such as World Bank low-interest rate
lending to countries based on their vaccine purchases; and
g

develop pro-active methods, in collaboration with industry, to guide
the introduction of priority new vaccines into use in developing
countries.

The donor assistance community should:

provide support within the context of national plans and in accor-
dance with strategic global recommendations on specific issues,
such as self-sufficiency targets and assessment of viability of local
production, and

teach selected countries how to procure quality vaccines at compet-
itive prices on the international market.

The commercial vaccine industry should:

establish a ‘partnership’ with the public sector in the interest of chil-
dren’s health. (This envisaged ‘partnership’ entails the public sector
emphasizing financial and procurement support to the neediest
countries);

review conclusions from public-private meetings, such as the
Bellagio Conference of 3-7 February 1997, and implement sugges-

tions therein;

consider licensing intellectual property in a way that provides for
the production of new vaccines for all markets;

consider tiered prices and tiered royalties to reduce the price of vac-
cines to the poorest countries; and

continue actively to invest in vaccine research and development.
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Academia and research institutions should:

e review and implement relevant suggestions from public-private sec-
tor coordination and collaboration meetings (such as the Bellagio
Conference).
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Estimated global expenditures in vaccine
development and immunization

A comprehensive estimate of expenditures on vaccine development
and immunization would include funds allocated to support the
following activities:

* research;

* clinical trials;

* vaccine development, including manufacturing processes;

* applications for marketing ‘license’ to regulatory agencies;

* regulatory sciences and quality assurance;

* production and quality control costs;

* supply and marketing;

* use, ‘in the field’, including distribution; and

* surveillance.

Expenditures towards these activities are made by a wide variety of
funding sources:

* research funding agencies, including national agencies and foun-
dations;

* major vaccine companies, emerging global producers, ‘local’ pro-
ducers and research oriented ‘biotech’ vaccine developers;

* national control agencies;
* national, regional and local disease control agencies;

* health insurers;
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* nongovernmental organizations;
* international health agencies;

e national development assistance agencies; and
e individuals.

No comprehensive global assessment of such expenditures has ever
been conducted as far as could be determined by the Task Force on
Strategic Planning. Some prior studies e.g. on the cost of immunizing
children in developing countries (approximately US $1.5 billion) were
limited in scope and are now somewhat out of date. However, they
provide useful information on the possible magnitude of some com-
ponents in the overall picture. Estimates of the global vaccine market,
at around US $3 to $3.2 billion in 1994 also provide useful, but

incomplete information.

Although an assessment of current expenditures is identified by the
Task Force as an important basis for estimating the magnitude of new
resources needed to achieve its goals, the time and resources needed to
make such an estimate were beyond those available to the Task Force
members.

Extrapolation from the limited partial information available suggests
that global vaccine development and immunization expenditures may
be around $10 billion annually. A better estimate will be developed for
future revisions of the Strategic Plan. The crude estimate of $10 billion
gives an order of magnitude to compare against other expenditures,
some of which are listed below.

Global expenditures
Total health expenditures 1992 Vaccine/immunization spending 1994
US $1, 581 billion US $10 billion (crude estimate)
Health R&D expenditures 1992 Vaccine R&D
US $55.8 billion less than US $1 billion

Sources: Investing in Health Research and Development, World Health Organization, 1996; and estimates by the (VI
Secretariat




The CVI Task Force on Strategic Planning
and participants in the development of the
CVI Strategic Plan

Members

DR Isa0 ARiTa, Chairman, Agency for Cooperation in International Health
(ACIH), Japan

Dr MARIA OTELIA D. CostaLes, Country Representative, AVSC International,
Philippines

DR DARODJATUN, President Director, Perum Bio Farma (Persero), Indonesia

PROFESSOR DONATO GRECO, Director, Laboratory of Epidemiology &
Biostatistics, Instituto Superiore di Sanita, Italy

PROFESSOR IAN GusT, Research & Development Division, CSL Ltd, Australia

PROFESSOR JAN HOLMGREN, Department of Medical Microbiology and
Immunology, University of Goteborg, Sweden

Ms ANN KerN, c/o The Permanent Representative of Australia to the UN
Office of Geneva, Switzerland

DR JOHN R. LA MONTAGNE, Director, Division of Microbiology and Infectious
Diseases Programme, National Institute of Allergy & Infectious
Diseases (NIAID), National institutes of Health, USA (Chair)

DR ESMAT IBRAHIM MANSOUR, HM/HC Executive Director, Ministry of Health
& Population, Egypt

MR JacQuEs-FRANCOIS MARTIN, Biocine SARL, France

Dr KHADIA MsamBICHAKA, EPI Programme Manager, Ministry of Health,
United Republic of Tanzania

Sir GusTav NossaL, President, Australian Academy of Sciences, Australia

Dr AKIRA Ova, Former Director, National Institutes of Health, Japan

Dr PHiLIP RussELL, Department of International Health, School of Hygiene
& Public Health, Johns Hopkins University, USA

DR GEOFFREY ScHILD, Director, National Institute for Biological Standards
and Control (NIBSC), United Kingdom

Ms ADELAIDE ELEANOR SHEARLEY, EP| Programme Manager, Ministry of
Health and Child Welfare, Zimbabwe

Ms ALicia DoMINGUEZ Uca, Escole Nacional de Saude Publice, FIOCRUZ,
Brazil

Liaisons for CVI Cosponsors

DR SETH FRANKLIN BERKLEY, Associate Director, Health Sciences, The
Rockefeller Foundation, USA (until August 1997)



Managing Opportunity and Change: A Vision of Vaccination for the 2157 Gentury

Dr TimoTHY Evans, Associate Director, Health Sciences, The Rockefeller
Foundation, USA (from September 1997)

Dr ARMIN FIDLER, Health Specialist, World Bank, USA (from September
1997)

Mr FrRank HARTVELT, Director, Division for Global and Interregional
Projects, United Nations Development Programme, (UNDP), USA
(until September 1997)

Ms MiNA MauersTEIN-BAIL, HIV and Development Programme, United
Nations Development Programme (UNDP), USA (from September
1997)

Dr Ciro DE QUADROS, Special Advisor to the Director-General, WHO and
Director, Special Program on Vaccines and Immunization (SV1), PAHO,
USA

Dr Suomi SAKAI, Health Section, United Nations Children’s Fund (UNICEF),
USA

DR MARY YOUNG, Senior Public Health Specialist, World Bank, USA (until
July 1997)

In addition to the individuals listed below, the CVI Secretariat and the
Task Force on Strategic Planning offer their thanks to the numerous
individuals who have given their time and energy to participate in
other CVI discussions over the last three years. Their contributions
also shaped the revisions of this Strategic Plan.

Special Advisors and Consultants

Ms Amie Batson, Technical Officer, Global Programme for Vaccines and
Immunization, Vaccine Supply and Quality, World Health
Organization, Switzerland

Dr DeNis Broun, Former Chief, Health Section, United Nations Children’s
Fund (UNICEF), USA

Mr PETER CAMPBELL, former President & Chief Operating Officer,
Connaught Laboratories Ltd, Canada

Dr Howarp ENGers, UNDP/World Bank/World Health Organization
Special Programme for Research and Training in Tropical Diseases
(TDR), c/o World Health Organization, Switzerland

DR ELAINE EsBer, Food and Drug Administration, USA

Dr Jost Esparza, UNAIDS, Switzerland

Mg PETER EvANs, Chief, Vaccine Supply and Quality, Global Programme for
Vaccines and Immunization, World Health Organization, Switzerland



The CVI Strategic Plan

DR BRUCE GELLIN, Division of Microbiology and Infectious Diseases,
National Institute of Allergy & Infectious Diseases (NIAID), National
Institutes of Health, USA

Dr ALaN Hinman, Coordinator, CDC/World Bank Collaboration on
Immunization, The Task Force for Child Survival & Development, USA

Dr Mark KaNE, Medical Officer, Expanded Programme on Immunization,
Global Programme for Vaccines and Immunization, World Health
Organization, Switzerland

DR PauL-Henri LAmBERT, Chief, Vaccine Research and Development, Global
Programme for Vaccines and Immunization, World Health
Organization, Switzerland

DR RicHARD T. MAHONEY, Director, Institutional Development, International
Vaccine Institute (IVI), Republic of Korea

DR BJORN MELGAARD, Chief, Expanded Programme on immunization,
Global Programme for Vaccines and Immunization, World Health
Organization, Switzerland

Dr JuLle MiLsTieN, Scientist, Vaccine Supply and Quality, Global
Programme for Vaccines and Immunization, World Health
Organization, Switzerland

DR OpETTE MoRIN CARPENTIER, Manager, Pharmaceutical and Biological
Affairs, International Federation of Pharmaceutical Manufacturers
Associations (IFPMA), Switzerland

DR ReGINA RABINOVICH, Division of Microbiology and Infectious Diseases,
National Institute of Allergy and Infectious Diseases (NIAID), National
Institutes of Health, USA

DR SURYANARAYAN RAMACHANDRAN, India

Dr DAvID SALIsBURY, Principal Medical Officer, Department of Health,
United Kingdom

Dr ALAN R. SHAW, Merck Research Laboratories, USA, and Chairman,
Biologicals Committee, IFPMA, Switzerland

PROFESSOR PETER H. STREEFLAND, Koninklijk Institut Voor de Tropen,
Research Project on Social Science & Immunization, The Netherlands

MR WALTER VANDERSMISSEN, Director, Government Affairs, SmithKline
Beecham Pharmaceuticals, Belgium

MR MicHEL ZAFFRAN, Technical Officer, Expanded Programme on
Immunization, Global Programme for Vaccines and Immunization,
World Health Organization, Switzerland

DR JANE ZuckeR, Health Section, United Nations Children’s Fund (UNICEF),
USA




Managing Opportunity and Change: A Vision of Vaccination for the 2157 Century

Others invited to contribute to, or review the Plan

Dr Herve Bazin, European Union, Belgium

DR Okwo BELE, Regional Adviser, EPl, WHO Regional Office for Africa,
Zimbabwe '

MR ALEXANDER BERLIN, European Union, Belgium

PrOFESSOR NATTH BHAMARAPRAVATI, Department of Pathology, Mahidol
University at Salaya, Thailand

PROFESSOR BARRY BLooM, Albert Einstein College of Medicine at Yeshiva
University, USA

DR CAROLINE BResE HALL, Professor of Paediatrics & Medicine in Infectious
Disease, University of Rochester, USA

DRr ZouiAN Csizer, Director, Chemical industries Branch, United Nations
Industrial Development Organization, Austria

ProrEssorR DANG Duc TracH, Director, National Institute of Hygiene and
Epidemiology, Viet Nam

Mme DoMINIQUE DELLICOUR, Chef d'Unité DG VIII/G/1, Santé et Planification
familiale, European Commission, Belgium

DR SIEGHART DiITTMANN, Coordinator, ICD, WHO Regional Office for Europe

Dr CARL B. FELDBAUM, President, Biotechnology Industry Organization,
USA

Dr ALAN GOLDHAMMER, Director of Technical Affairs, Biotechnology
Industry Organization, USA

Dr JUAN Ruiz Gomez, Secretaria de Salud, Subsecretaria de Regulacion y
Fomento Sanitario, Mexico

Proressor MicHAEL F. Goop, Director, Cooperative Research Centre for
Vaccine Technology, Australia

ProrFESsor Demissie HABTE, Director, International Centre for Diarrhoeal
Disease Research, Bangladesh

MR Jee H. Han, Director, International Affairs, Korea Green Cross
Corporation, Republic of Korea

Dr HermaiN HARUN, National Immunization Programme Manager,
Indonesia

Dr Maurice R. HiLLEmAN, Director, Merck Institute for Therapeutic
Research, USA

Proressor T. Jacos Jorn, Emeritus Medical Scientist of the ICMR, Christian
Medical College Hospital, India

ProFEssor Boris KARALNIK, Head of the Laboratory of Immunodiagnostics,
Scientific Research Institute of Epidemiology, Microbiology and
Infectious Diseases, Kazakhstan

52



The CVI Strategic Plan

Dr SamueL Karz, Department of Pediatrics, Duke University Medical
Centre, USA

PROFESSOR KEITH P. KLUGMAN, Director, South African Institute for Medical
Research (SAIMR), South Africa

DR RoOBERT S. LAWRENCE, Associate Dean for Professional Education and
Programs, Department of International Health, USA

Dr Cees J. Lucas, TNO Prevention and Health, Department of
Immunological and Infectious Diseases, The Netherlands

Dr EpGAR K. Marcuse, Chair, National Vaccine Advisory Committee,
Children's Hospital & Medical Center, USA

Dr James E. MAYNARD, Senior Vice President and Medical Director,
Program for Appropriate Technology in Health (PATH) , USA

DR ImAM MocHny, Regional Adviser, EPI, WHO Regional Office for South-
East Asia, India

DR ALl AkBAR MOHAMMADI, Director General, Razi Research Institute for
Vaccines and Sera, Iran

Dr ApuLsaLami Nasipi, Deputy Director, Ministry of Health, Nigeria

PrOFESSOR P. NDumBE, University of Yaounds, Hepatitis B Vaccination
Projects, Cameroon

DR Gyorayi Nverges, Head, Division for National Control of Medical
Biologicals, National Institute of Hygiene, Hungary

Dr SHIGERU Omi, Director, DPC, WHO Regional Office for the Western
Pacific, Philippines

DR WALTER ORENSTEIN, Director, Centers for Disease Control and
Prevention, USA

Dr June E. Osgorn, President, Macy Foundation, USA

Dr Otavio PINHEIRO DE OLIvA, Technical Adviser, FIOCRUZ, Brazil

DR STANLEY A. PLoTkIN, Consultant, Pasteur Mérieux Connaught, USA

Dr Cyrus F. PooNawALLA, Chairman, Serum Institute of India Research
Foundation, India

PROF V. RAMALINGAswAMI, All India Institute of Medical Sciences,
Department of Pathology, India

Dr RiNo RAPPUOLI, Istituto Ricerche Immunobiologiche, Italy

DR Isalas Raw, Director, Instituto Butantan, Brazil

DR IRA RaY, Director, National Institute of Biologicals, Ministry of Health
and Family Welfare, India

Dr Guo Re, Institute of Medical Biology, Chinese Academy of Medical
Sciences, China

Dr ANTHONY Rossins, Editor, Public Heaith Reports, U.S. Department of
Health & Human Services, USA



Managing Opportunity and Change: A Vision of Vaccination for the 2157 Century

Dr BUAN SADRIZADEH, Director, Integrated Control of Diseases, WHO
Regional Office for the Eastern Mediterranean, Egypt

DR ABDOURAHMANE Sow, Professor of Public Health, Dakar University
Medical School, Senegal

DR KaTHLEEN STRATTON, National Academy of Sciences, Institute of
Medicine, USA

DR THeoDoORE F. Tsal, CDC National Center for Infectious Diseases at Fort
Collins, USA

MR PETER WIESLI, Swiss Serum Vaccine Institute, Switzerland

Children’s Vaccine Initiative Secretariat, Switzerland

Dr JonG Wook Lee*, Executive Secretary (until July 1998)

Dr Roy Wippus, Coordinator

Ms Moty Assruzzeskg, Technical Officer, (until September 1997)

Ms Kay Bonp, Technical Officer

Ms ANITA BLAvO, Secretary

Ms JANINE Boyp, Secretary

Mg ANDREW CADDELL, Advocacy & Information Officer (until January 1 998)

Mg Youna H. CHol, Programme Officer

Ms ELizABETH FULLER, Technical Officer (External Consultant from January
1998)

Ms Laura McCann, Technical Officer

Dr MARK MILLER, Medical Officer

MRs MARIE MILLER-LUY, Senior Secretary

MR Vikram Naal, Financial Assistant (until October 1998)

Dr Jay WENGER, Medical Officer

*Dr Lee also serves as Director, Global Programme for Vaccines and
Immunization, WHO

94



Annex 8

Managing opportunity and change: emerging
transitions in vaccination

The first phase of global vaccination efforts is coming to a close. Based
on the example set by smallpox eradication — that global disease con-
trol and, in some cases, eradication, through immunization is achiev-
able — a number of collaborators around the world launched, during
the first phase of global vaccination, an effort to control certain wide-
spread paediatric diseases. Although national immunization pro-
grammes launched this effort ‘locally’, the overall effort was centrally
led by the WHO Expanded Programme on Immunization (EPI) and
UNICEE  The bulk of the financial support came from the donor
assistance community. The foundation of early immunization pro-
grammes was based on vaccines that had been available for many years
— usually over 20 or 30 - such as BCG, OPV, DTP and measles. By
the time these vaccines were incorporated into national programmes,
they were readily produced and could be made available inexpensively
by major manufacturers. No sophisticated cost-effectiveness analyses
were required to justify their inclusion in a proposed national or glob-

al ‘package’.

The availability of the six, traditional vaccines helped establish immu-
nization services as the vehicle for comprehensive child health care
delivery programmes. Under the banner of the Expanded Programme
on Immunization (EPI) and the push for Universal Childhood
Immunization (UCI), this approach resulted in greater than 80%
worldwide immunization coverage by 1990. This outstanding success
has been called the greatest public health achievement ever. Without
central advocacy and a clear focus, the current delivery system which
reaches 80% of the world’s children would not have been built. The
success achieved thus far has, in fact, changed the disease prevention
environment and created a new starting point for considering the
future.

By 1990, in the aftermath of the push for Universal Childhood

Immunization, a number of emerging trends had become apparent:

* A number of developing countries are making rapid economic
progress and have reached a stage at which they are taking increas-
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ing responsibility for their own immunization programmes. Since
donors and international agencies cannot sustain the burden of pay-
ing for immunization programmes in all developing countries, par-
ticularly when some are in less need than others, the current
UNICEF/WHO strategy has been developed to target support to
the neediest countries while encouraging self-sufficiency among
others.

An increasing number of developing countries have progressed to
the point of having programmes strong enough to take on more
than the minimum basic recommended vaccines.

Countries increasingly wish to make their own decisions about
introducing new vaccines, rather than follow a global ‘recipe’.

New vaccines, which may have global appeal, will generally not be
inexpensive ‘commodity’ products because they are at an earlier
stage in their product life-cycle. The production technologies and
requirements for assuring safety, efficacy and consistency of quality
of these new vaccines mean that they are typically more expensive
to produce, and are consequently priced higher, even when offered
to UNICEF at the marginal cost of production.

Other new vaccines, which may be specific to developing countries,
may be difficult to get produced if their costs are high while their
markets hold little promise of return profits to manufacturers. New
mechanisms must be developed to encourage the development and
manufacture of such ‘orphan vaccines’. The setting of priorities for
encouraging the development of commercially unattractive vaccines
becomes of paramount importance because resources are finite.

There is the recognition of the need to use increasing quantities of
existing vaccines for more effective disease control (through supple-
mentary strategies, routine boosters, etc.).

The existence of efficient delivery systems in many developing
countries is creating an impetus for shorter delays between vaccine
licensing, which usually takes place in the industrialized world, and
use in developing country programmes. ‘
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Supply sources for future vaccines will be much more restricted in
number than those of traditional vaccines. This is both because the
new vaccines, or products, may be proprietary (covered by intellec-
tual property protections of various sorts), and because their pro-
duction technologies are inherently more difficult, thus making
‘local” production less likely.

In parallel to the above, an increasing emphasis is being placed on
quality by national immunization programmes who demand good
vaccines, and by the public who become less willing to tolerate
adverse reactions as the perceived risk of a disease diminishes. The
emphasis on quality and actions by national control authorities
(NCAs), means that the role played by ‘local’ producers in develop-
ing countries will be less significant in the global supply of new vac-
cines. Some may, however, continue to play a role through joint
ventures with major vaccine companies.

The high costs of new product development, the desire to access
new products and maintain a full product range, and the need to
access profitable markets, has fueled a trend towards mergers and
acquisitions in the vaccine industry. Whereas a dozen years ago
there were many major producers, there are now only five or six
companies that have major international business.

The growth of biotechnology is also changing the face of the vac-
cine industry. Biotechnology is rapidly multiplying the number of
possible approaches which can be explored to make a particular vac-
cine. The number of small companies investigating candidare vac-
cines, particularly in North America, adds a new dimension to the
array of candidates in the early stages of the vaccine pipeline.
However, the vast majority of these companies do not have product
development capabilities or experience and will need to link up with
companies that do.

Finally, in most countries it is slowly being recognized that com-
munity acceptance of immunization efforts is a critical ingredient
for success. Social and behavioural research on attitudes and access
to immunization, therefore, needs to be conducted to guide the
process of expanding protection.
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Since the ultimate result of all these emerging transitions is not neces-
sarily predictable, it is probably most accurate to say that vaccination
and vaccine development are in a state of rapid change. The changes
are bringing a plethora of new choices for protecting children from
infectious diseases. If they are not utilized in a timely manner, millions
of children will have died because of lack of foresight and commit-
ment. It is certain that only proper anticipation and on-going orches-
tration of these changes will result in the fruits of the science being
properly applied to the benefit of children everywhere.

The criteria for making decisions at each point in the process — froma
promising research lead to the selection of the next vaccine to add to
the schedule — will need to be clear and well articulated. Yet decisions -
to move forward at each step also represent the opportunity costs of
the roads not traveled. As the time lines are long, it must also be rec-
ognized that the opportunity costs may be substantial. The complex-
ity and the potential for chaos due to incompatible decisions, wrong
decisions, or no decisions at all, at different points in the continuum is
already greatly increasing. Efficiency will be greatly facilitated by reg-
ular communication between all organizations in the continuum, and
by achieving some consensus on the priorities which could provide a
framework for the operation of individual organizations. Thus the
strategic planning process must encompass the “end to end” mission of
the CVI — the whole of the vaccine continuum from research through
utilization — by taking a hard look at each of the decision points, revis-
iting them on a regular basis, and assisting in the management of the
changes that are already with us. J
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Annex 11 Encouraging financial sustainability of
immunization programmes and targeting
assistance at those countries in greatest need

The key players in any plan to encourage financial sustainability of
immunization programmes are the countries themselves, the donor
assistance community, international organizations and vaccine manu-
facturers. 'The UNICEF/WHO ‘banding’, or ‘targeting strategy’,
divides countries into four groups — bands A, B, C, or D — based on
their projected capacity to be self-sufficient (please see figure 1 below).
Three key factors influence the type of support needed for a sustain-
able vaccine supply in a given country; the relative GNP per capita, the
total population and, most importantly, the total market size (GNP).
Based on their stratification, countries are encouraged to set self-suffi-
ciency goals by which they pay from 10% to 100% of their vaccine
needs. Donors and international organizations are using the stratifica-
tion for targeting assistance, and vaccine manufacturers are using the
stratification for tiering vaccine prices.

Switzerland A Financial support
Japan

Germany . .
usA B Finance/Service

gradual hand-off

Canada

C Self sufficient

D Rapid independence

Arger
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R — Syria
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Countries

Most developing countries are anxious to have total control of their
own programmes and be as financially independent as possible. The
targeting strategy provides the Ministry of Health with a minimum
financial goal which can be used to emphasize the importance of sus-
tainable financing during budget discussions with the Ministry of
Finance. The strategy also highlights the different weaknesses which
exist in countries and develops support which address these specific
constraints. All countries want to be able to introduce new vaccines.
However, the neediest countries simply cannot afford the new vaccines
and, without help, will have to wait 15-20 years longer than their
wealthier neighbours. This strategy of targeting donor assistance at
those countries in greatest need helps assure poor countries which have
strong programmes and high disease burden, that they will have access
to priority new vaccines. It builds on the success of the immunization
programme, requiring countries to take greater responsibility in the
future.

Donors and International Organizations

Donors have invested heavily in immunization programmes for the
last 20 years. Many donors have expressed the desire to “hand-off” the
financial responsibility of immunization programmes to governments.
Donors have also expressed grave concerns about the financial feasibil-
ity of introducing new vaccines. While most donors believe new vac-
cines are a priority, they know their organizations cannot finance the
introduction of new, more expensive vaccines in all countries. The tar-
geting strategy provides donors with a rational, systematic method to
increase national independence while filling critical gaps. The strate-
gy also clarifies and increases national responsibility, and identifies pri-
ority countries for receiving support for the introduction of new vac-
cines. Thus maximum impact with limited funds is assured for the
introduction of new vaccines.

Manufacturers

Vaccine manufacturers rely on market forces to determine their prior-
ities for investment in a new vaccine. The developing market has been
a low priority partly because markets did not exist and because market
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forces were skewed by global procurement policies developed in the
1980’. Historically, UNICEF procured vaccine on behalf of almost
every developing country — roughly 85% of the world’s population.
This centralized procurement at a marginal price was possible for the
traditional vaccines because, as they had been in the public domain for
25-60 years, there was excess production capacity, no intellectual prop-
erty rights and no hope of altering the markets.

While this situation was positive in the short term and allowed devel-
oping countries to access vaccines at very inexpensive prices, it had a
negative side, namely that developing country markets were viewed as
not commercially attractive and therefore uninteresting. Firms gave
very low priority to investment in the products or capacity to produce
new vaccines needed by developing country markets. As new products
were developed for industrial country markets and recommended for
global use, UNICEF sought a single low price for all countries. As
these new products were at an earlier stage in their life cycle, however,
manufacturers were unwilling to provide a lowest tiered price which
would be available for ALL countries, regardless of market potential. If
a central procurement agency insisted on one price, manufacturers
would almost certainly offer the going market price in the wealthier
developing countries.

The UNICEF/WHO targeting strategy acknowledges the differing
ability of countries to pay for vaccines. Most governments can assure
access to affordably priced vaccines through normal marker channels.
They do not require international intervention into the markets on
their behalf, though they may require support in implementing sys-
tems to assure the quality of vaccines procured directly, or in strength-
ening the viability of the national vaccine production in order o access
new technologies. The targeting strategy entails that consolidated pro-
curement of new vaccines at special rates by international procurement
agencies, such as UNICEE emphasize supply to the neediest countries
in bands A and B. It allows other countries to procure vaccines at pre-
vailing market rates directly or, if they so choose, via procurement
agencies. Historically, manufacturers have had low interest in serving
individual countries in bands A and B, and have not been able to sell
products in these markets. They are, therefore, willing to provide a
special marginal price for these countries to a procurement agnency.
Through targeting, UNICEF has moved from involvement in markets
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in roughly 85% of the world to focusing, for the newest vaccines, on
the neediest 25%. Manufacturers have a growing interest in serving
the needs of the developing world, are beginning to compete amongst
themselves for these markets and are willing to offer a non-market,
lowest tiered price to the neediest. They also welcome the targeting
strategy’s implicit acknowledgment that the overall revenues of manu-
facturers influence their capacity to develop new vaccines.

Conclusion

The targeting strategy acknowledges the tremendous advances in
establishing immunization programmes over the last 20 years. Most
countries now have strong, nationally owned programmes. The next
steps for many countries are to increase the sustainability of their pro-
grammes, take greater financial responsibility and begin the process of
introducing new vaccines. The role of donors is evolving with the
changing needs of countries. Financial support for traditional or new
vaccines is not needed in all countries across the board but continues
to be absolutely critical in a small number of neediest countries.
Finally, targeting opens the vaccine supply to more sustainable, normal
market forces and concentrates market interventions and distortions to
2 limited number of countries in which market forces do not work to
address public health needs. Greater targeting in the overall global vac-
cine market helps increase the value of developing country markets
and, therefore, the likelihood that their needs will be addressed.
Targeting also reinforces the system of price-tiering, thus increasing the
probability that all countries will be able to access vaccines at prices

they can afford.



Annex 12

Summary of CVI Secretariat activities and hudget
for 1997-1998

Highlights of the proposed CVI Secretariat activities for 1997-1998
are described below. These illustrate the role that the CVI Secretariat
can play in facilitating collaboration among contributors and in
advancing progress towards overall CVI goals. Background details and
budget information can be found in the complete document entitled
Proposed CVI Secretariat Plan of Activities and Budger- for 1997
(CVI/GEN/97.01) and in the activity plan for 1998 to be published in
early 1998.

Three themes underlie the planned activities. These are:

* accelerating the development and introduction of priority new and
improved vaccines, and better vaccination methods, wherever needed;

* promoting better recognition of the value of immunization; and

* strengthening cooperation between the public and private sectors in
pursuit of CVI goals.

Consensus development
Strategic planning and priority setting

* Managing Opportunity and Change: A Vision of Vaccination for
the 21° Century — The CVI Strategic Planwill be completed by the
CVI Task Force on Strategic Planning. The CVZ Strategic Plan pro-
vides a broad vision of how vaccination can best protect children in
the next ten to twenty years, and the actions needed to achieve this
progress. The Plan will be disseminated and promoted widely in
1998.

* Assessments of the health benefits and costs of new vaccines and
other vaccination policy options will be continued, to assist in
developing policies, priority setting (among the 15 or more vaccines
in late development) and to guide new vaccine introduction at
country level.
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Public-private sector collaboration on new vaccines will be pro-
moted, #nter alia through a meeting with industry on global supply
for priority new vaccines addressing intellectual property, and the
potential roles of market segmentation, export and local production
(held Bellagio, Italy, 3-7 February 1997). Follow-up meetings will
be held between vaccine company CEOs and CVI Co-sponsor
agency heads. '

Financing vaccines and vaccination services in general will be
encouraged through planning and convening a conference on
expanding ‘Sustainable Financing for Vaccination Programmes’, to
bring together the whole range of relevant parties.

A multi-organization Working Group on Vaccine Demand,
Supply and Financing will be convened periodically to coordinate
strategies and implement activities to remove critical barriers to the
wider adoption of new vaccines.

Meetings will be organized with emerging research and develop-
ment (‘biotech’) vaccine developers and with emerging global sup-
pliers to addresss public health needs, licensing and supply
strategies.

Neglected ‘orphan’ vaccines of public health importance, and pos-
sible scientific or policy actions to accelerate their development, will
be identified through a meeting with industry.

A meeting on priority diagnostic needs for effective control of
infectious diseases will be convened.

Early public-private sector dialogue on vaccine supply needs for
late-phase polio eradication and expanded measles control will be
promoted through (a) meeting(s).

Vaccine research and development opportunities will be moni-
tored, including assessment of emerging information on the contri-
bution of pathogens to conditions not previously recognized as hav-
ing a causal or precipitating infectious agent.
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Creating a supportive environment for vaccine research and
development

* International harmonization of technical requirements for vaccine
licensing and production will be promoted with WHO Biologicals
Unit, industry, US Food and Drug Administration, the European
Commission, and other regulatory bodies, with the aim of reducing
the length and costs of vaccine development, and ensuring wide
vaccine availability.

* The international standardization of schedules for vaccine use will
be promoted, thus reducing costs of vaccine trials and overall devel-
opment costs (with WHO and the European Commission and/or
the Council of Europe).

* Respect for and protection of intellectual property (IPRs) will be
promoted through the dissemination of a CVI Position Paper.

* Awareness will be raised among researchers, intellectual property
holders and managers, of the vaccine supply needs of developing
countries and strategies to meet them, such as market segmentation
with tiered prices and tiered royalties.

* A position paper on vaccine supply economics will be prepared and
disseminated to support targeting of UNICEF procurement to the
poorest countries.

* Collaboration will be encouraged with the International AIDS
Vaccine Initiative (IAVI) in areas of CVI expertise, in particular the
economics of vaccine supply and intellectual property issues.

* CVI, as the ‘umbrella’ under which the new International Vaccine
Institute, Seoul, Korea, was created, will continue to support devel-
opment of its programme and resources.

Strategy coordination for priority vaccines: development,
introduction and quality

* Vaccine development and introduction will be monitored through
general support for Task Force on Strategic Planning and ad hoc
groups.
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Selected candidates not yet designated for use in the Expanded
Programme on Immunization will receive special attention to
accelerate their development, where necessary, and/or wider use; i.e.
Haemophilus influenzae type b (Hib), rubella, improved pertussis,
rotavirus, pneumococcal, Japanese Encephalitis Virus, and single-
dose tetanus toxoid vaccines.

Combination vaccine needs and alternative strategies for multi-
antigen delivery will be assessed, or reassessed, from global, region-
al and epidemiologic perspectives.

New vaccine technologies will be strategically assessed to acceler-
ate their availability and application to CV1 goals of simplifying and
improving immunization. These include DNA vaccines,
oral/mucosal vaccine delivery, and transgenic plants as vaccine
sources. :

Collaboration with the International Vaccine Institute (IVI) will
be encouraged on selected projects.

Financial support to implementation of activities by CVI collabo-
rators will include resources for the following activities:

e Implementation of activities in the development and/or intro-
duction of priority vaccines, in particular where the CVI
Secretariat has developed or will develop with partners an
agenda to expedite control of the rtarget disease, e.g.
Haemaphilus influenzae type b (Hib), pneumococcal meningitis
and respiratory disease, rotavirus diarthoea and single-dose
tetanus toxoid vaccine. Units supported will include the WHO
Division of Child Health and Development (CHD), the Global
Programme for Vaccines and Immunization (GPV) and the
Biologicals Unit (BLG).

es Support to regional vaccine quality assurance networks: The
balance of funds previously provided to WHO/GPV/VSQ
through the CVI Secretariat will be used in 1997 to complete
establishment of these networks. (These resources were pledged
to this purpose prior to the creation of GPV’s Vaccine Supply .
and Quality Unit. Henceforth, resources for such field imple-
mentation will, it is hoped, be provided by GPV).




** Support for activities in assessing the viability of ‘local’ produc-
ers which will support the above-mentioned Working Group on
Vaccine Demand, Supply and Financing,

Advocacy, information exchange and resource mobilization

A realistic strategy for expanding advocacy for vaccination — and new
vaccines in particular — has been formulated in light of the resources
likely to be made available to the CVI Secretariat. Its implementation
will begin in 1997, subject to the availability of resources. Its main ele-
ments include targeting specific products to selected audiences of deci-
sion makers, resource providers or potential allies critical to expanding
vaccination efforts. The strategy will be executed by CVI partners and
the CVI Secretariat, coordinated through a new Working Group on
Advocacy and Information Exchange. It entails:

* Briefing of CVI cosponsor agency heads annually to renew their
commitment to CVI goals.

* Active provision of information to immunization programme pol-
icy makers to assist them in deciding to recommend new vaccina-
tion efforts. Such information may include data on vaccine avail-
ability, cost, effectiveness, and disease burden. The products
through which this is done will include in-depth articles, such as
those already produced on Hib, pneumococcal and rotavirus vac-
cines (CVI Forums N° 12, 13 and 14) or other specially-developed

materials on new vaccines.

* Active provision of information to decision makers in ministries
of health and ministries of finance (and donors for the poorest
countries) regarding the social and economic benefits of new vacci-
nation efforts and resources needed to support them. Some of this
information will be developed through other activities (e.g. cost-
effectiveness assessments of new vaccines), but it will need presen-
tation in a suitable format for these audiences.

* Provision of information to potential ‘allies’ on the potential ben-
efits of new vaccination efforts. Potential allies include: Sscientists;
physicians, especially paediatricians; others concerned with public
health; nongovernmental organizations; socially-concerned
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business; and political leaders. Efforts for these audiences will be
conducted primarily through improved access to information and
wider CVI Forum distribution and, to a lesser extent, through tar-
geted efforts as specific needs arise.

Defense of attacks against vaccination that are scientifically inac-
curate through the provision of support to the World Health
Organization’s Global Programme for Vaccines and Immunization
to develop state-of-the-art position papers on known adverse reac-
tions to vaccines and allegations about vaccines safety issues that are
scientifically inaccurate or not substantiated.

Advocacy to international leading institutions and potential loan
backers for the establishment and capitalization, where necessary, of
new funding mechanisms specifically to facilitate the introduction
of new vaccines for selected countries, or for support to immuniza-
tion in general.

Development of specific advocacy ‘tools’ for use in these efforts,
including brochures on new vaccines and raising new resources,
videos, films and poster designs.

An internet site that would facilitate access to information
resources on vaccines and vaccination on the internet that are cur-

rently not indexed or otherwise linked.

An improved internet site for the CVL

Regional activities

Strengthening vaccine quality assurance through regional net-
works will continue to be supported.

Advocacy for immunization in Africa will be supported, to contin-
ue and deepen commitment to vaccination initiated at the 1996
Organization of African Unity Summit.




General

Proposed activities will need US $5.5 to $6.0 million each year. A con-
tingency budget is prepared annually omitting those activities which
would be dropped if funds are insufficient. Presently, there is a bud-
getary shortfall for ‘core’ CVI Secretariat activities.

All activities are conducted with the opportunity for the full involve-
ment of industry decision-makers, particularly. those who hold man-
agement level positions and are responsible for long-range strategic

planning.
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Annex 13

Proposal for a World Summit for Vaccination

Background Information

A Children’s Vaccine Initiative (CVI) World Summit for Vaccination
early in the twenty-first century would honour the ten-year anniver-
sary of the launching of CVI by the Declaration of New York, direct-
ly preceding the 1990 World Summit for Children. The CVI has since
evolved into an umbrella organization which fosters consensus build-
ing and facilitates the coordination of activities between the different
individuals and institutions, from both the public and private sectors,
which work in vaccine research, development, supply, quality assur-
ance, introduction and delivery.

Every year since its launch in 1990, the CVI has convened an open
meeting of approximately 200 of the leading international experts in
the fields of vaccines and immunization. Termed the ‘Consultative
Group’, this meeting has been the one time each year when all CVI
collaborators come together to meet, share information and review
recent progress in vaccines and immunization. This breadth of com-
munication among all contributors is necessary to expedite the goal of
the CVI — to maximize protection against infectious diseases through
the developmenr and application of safe, effective, easy-to-deliver and
widely available vaccines. Previous CVI Consultative Group Meetings
have taken place in Switzerland, Japan, the Netherlands, Brazil and
Senegal. Future meetings will take place every two years, with the next
meeting being scheduled for 1998.

Proposal for the CVI World Summit for Vaccination

Early in the 21st century, the CVI Secretariat would like to bring its
Consultative Group and government leaders together in a World
Summit for Vaccination. This Summit would be a time to review in a
global scientific forum the great progress achieved to date in global
vaccinartion, to form a consensus about priorities for the 21st century,
and to secure political commitment to these goals. The Summit would
build on the spirit of collaboration achieved in former Consultative
Group Meetings, and would review the revised CVI Strategic Plan as a
reference point from which to begin deliberations. The meeting would
last three to five days, with the first dav being dedicated to a review of
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progress achieved in the latter half of the 1900s. The next days would
be structured for discussion, consensus forming, the development of
action-oriented declarations and the commitment of resources in the
following four main areas: 1) the development of new and improved
vaccines; 2) assuring the availability of affordable, quality vaccines;
3) promoting the introduction and use of needed vaccines; and
4) fostering a culture of prevention through advocacy for vaccines.

One particularly important function of the Summit would be the
recruitment of those people who are able to back scientific declarations
with political commitment for action: heads of state, or other high-
level government officials such as prime ministers, governors or sena-
tors; national policy-makers from both the health and finance sectors;
directors of international organizations; and directors of agencies from
the donor assistance community. It is envisaged that these people
would participate in tandem, or sequentially with the leading interna-
tional experts in the fields of vaccines and immunization who routine-
ly participate in the CVI and lend their considerable expertise to meet-
ing deliberations. A third group of participants in the meeting would
be media representatives from as broad a spectrum as possible. It is
essential that the public be informed, and continually reminded, that
vaccines and immunization are one of the most cost-effective health
interventions to date, and that they save the lives of millions of chil-
dren every year. A fourth and final group of meeting participants
would be the consumers of vaccines.

Specific objectives of the meeting

* 'To bring together, in a neutral forum, the following four groups of
people: 1) politicians and policy-makers from around the world;
2) both public and private sector experts in the fields of vaccines
and immunization; 3) communications specialists and media repre-
sentatives; and 4) consumers of vaccines, including doctors and
national immunization programme managers.

* To review progress made in the fields of vaccine and immunization
during the latter half of the 1900s by the greater CVI coalition, as
well as the CVI Secretariat.
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* To develop consensus, in the form of four action-oriented declara-
tions, on goals to be achieved in the areas of: 1) the development of
new and improved vaccines; 2) assuring the availability of afford-
able, quality vaccines; 3) promoting the introduction and use of
needed vaccines; and 4) fostering a culture of prevention through
advocacy for vaccines.

* To obtain from politicians and policy-makers present at the Summit
their support of vaccination and endorsement of the action-oriented
declarations.

* 'To increase advocacy for vaccines and immunization through wide-
spread inclusion of the media in the Summit, preparations for the
Summit, and follow-up activities.

Dates and venue

The CVI Secretariat proposed to hold the Summit for Vaccination
carly in the twenty-first century. A possible venue has not yet been
determined, but consideration will be given to cost, geographic con-
siderations, availability of space, communications facilities, and an
expressed interest in hosting the meeting from a national government.

Working language

The working language of the meeting will be English. Translation of
presentations into a second, or even third language will be made avail-
able, subject to the availability of resources.

Meeting participants

Participants critical to the success of the meeting will be selected by the
Summit Steering Committee and will be financially supported. The
meeting will be open to other participants on a self-funded basis.

Meeting agenda

In preparation.
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Funding sources

Possible funding sources for the Summit include the CVI Secretariat,
CVI co-sponsors, donors, industry and the host government. A pre-
liminary budget will be prepared allowing the establishment of a small
Summit Steering Committee which will finalize the meeting proposal
outlined above. A
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The Children’s Vaccine Initiative

The Children’s Vaccine Initiative (CVI) is a global coalition of
organizations from the public, non-governmental and private sectors,
including the vaccine industry, working together to maximize
protection against infectious diseases through the development and
utilization of safe, effective, easy-to-deliver and widely available
vaccines.

Launched at the World Summit for Children in 1990, the CVI is co-
sponsored by the United Nations Children’s Fund (UNICEF), the United
Nations Development Programme (UNDP), the World Health
Organization, the World Bank, and the Rockefeller Foundation.




