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Summary

The objective of the Children’s Vaccine Initiative (CVI) ‘coalition’ is to expand prevention
of infectious diseases, particularly through improved and new vaccines, The CVI Secre-
tariat undertakes activities designed to help collaborators in the Initiative achieve this
objective. Highlights of the proposed 1996 CVI Secretariat Plan of Activities include:

Consensus development

= Updating the CVI Strategic Plan, which outlines the priority activities needed in the
next 10-20 years to best expand prevention of infectious diseases through immuniza-
tion.

*  Analysing the health and economic benefits of new vaccines and other immunization
options, for priority setting and for advocacy.

* Expanding public-private sector collaboration in planning and discussion of topics of
mutual interest, such as intellectual property rights and new vaccine introduction, with
vaccine companies,

* Monitoring vaccine supply needs, to ensure availability of existing and new vaccines
wherever needed, through the Task Force on Supply /Situation Analysis,

+  Convening the CVI Consultative Group in sub-Saharan Africa.

Coordination in product development and introduction

* Assessing vaccine improvement projects and future needs, to ensure likely
products will be adopted.

* Promoting expedited introduction of new vaccines, e.g. Hib, rotavirus, wherever ap-
propriate,

= Filling gaps in the vaccine development and introduction contintum, through coordi-
nation and support.

Advocacy

s Promoting 1996 as the Year of the Vaccine to mark the anniversaries of Jenner and
Pasteur.

* Expanding advocaey, particularly to policy makers, on the health and economic
value of new vaccines.

In 1996 and beyond, the CVI Secretariat will increase attention to the significant number of
new vaccines, already licensed but not widely used (e.g. Haemophilus influenzae type b or
Hib and Rubella) or approaching licensure {e.g., rotavirus and pneumococcal). Activities
in this area and in economic analysis and advocacy will require additional staff.

The proposed CVI Secretariat budget for 1996 is US § 6 million.
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Declaration of New York
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 children, promotes personal and national development.
Scientific progress, matched with improved capacities of all countries to immunize their children,
provides an unparalleled opportunity to save additional lives and prevent additional millions of
disabiliies annually through a global “Children’s Vaccine Initiative”.

Working together, national and international agencies, service organizations and private volun-
tary agencies around the world have demonstrated the feasibility of providing immunization to
aver 70% of children in the developing world, saving approximately two to three million children
per year from those preventable diseases. Furthermore, countries around the world have demon-
strated 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, Develop-
ment 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 application 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 storage, 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, including AIDS, acute respiratory infections, diar-
thoeas, and important parasites; and

» 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 avaikable for all; to simplify the logistics of storing, transporting and administering vaceines
and to strengthen national epidemiclogical and applied research capacities, especially in devel-
oping countries, so that each vaceing is used to best advantage.

We, an international group of experts in the field of research and application 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 Jeaders, the heads of national and international agencies concerned with vaceine
development and use, commercial enterprises, and private and voluntary groups—harnessing

the scientific and technical capacity of the workd, North and South—to commit themselves to a
Children's Vaecine Initiative which aims to produce and deliver “ideal children’s vaccines”,
which: provide lasting protection against a wide range of diseases, need fewer contacts, have
more heat stability, are simpler to administer and are affordable.

And,

Request the World Health Organization, in fulfilment of its constitutional mandate as the direct-
ing and coordinating authority on international health work, to catalyze global efforts towards
these ends by taking the lead in establishing an Intemnational Task Force for Vaccine Development
with UNDE, UNICEE, The World Bank, and other interested international, national, public and
private organizations to coordinate theit efforts through exchanging information, agreeing upon
priorities, monitoring and evaluating research results, helping organize and coordinate clinical
trinds of vaccines, promoting the development, production and incorporation of improved and
new vaccines into national immunization programmes, and facilitating resource mobilization.
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A.
The Children’s Vaccine
Initiative: 1990-1995

The Children’s Vaceine Initiative (CVI) was launched at the World Summit for Children,
held in New York in 1990. The Declaration of New York (see facing page), drafted at the
Summit, defined the mission of CVI its objective 15 to expand prevention of infectious
diseases, particulatly through improved and new vaccines. Many organizations, from
both the public and the private sectors, contribute to this objective. CVIis thus, in essence,
a coalition, In particular, five international organizations—UNICEF, UNDP the World Bank,
WHO and the Rockefeller Foundation—have co-sponsored CVI since its launch. These
cosponsors, together with four bilateral donors (Canada, Ireland, Japan and the United
States of America) and the nongovernmental organization, Rotary International, have given
support to a small CVI Secretariat to facilitate achievernent of its goals.

CVIis founded on five premises:

Vaccines constitute the most cost-effective health intervention. Vaccination has resulted
in significant health and cost benefits. These include the eradication of smallpox and,
since the early 1980s, dramatic reductions in the morbidity and mortality of the six
diseases—polio, diphtheria, pertussis, tetanus, measles and tuberculosis—included in
the original mandate of the Expanded Programme on Immunization (EPT). The poten-
tial of improved and new vaccines to contribute to disease control is illustrated in Fig-
ure 1.

Diseases that could be controlled with improved and new vaccines are still imposing a
heavy burden. Better vaccines are needed where those now available fall short of the
optimal and where progress in control is slowing. New vaccines are needed against the
major diseases for which no vaccines are currently available, such as the pneumonias,
diarrhoeal diseases and malaria.

Various factors have historically led to delays in reaping the benefits of vaccines, most
notably in the introduction of new vaccines in developing countries, All vaccines being
used globally today were licensed over 25 years ago. A more recently developed vac-
cine, against hepatitis B, licensed in 1981, has so far achieved coverage levels that pre-
vent about 30% of new infections that oceur worldwide., And some vaccines of potential
importance in developing countries, (e.g. a vaccine, first licensed in 1985, against
Haemophilus influenzae type b, pneumeonia and meningitis, which cause 380,000 deaths
annually) have yet to be seriously considered for wide use in developing countries.

New scientific capability holds the promise of developing new and more effective vac-
cines. Never before have so many new vaccines been in development by vaccine com-
panies and research institutions.
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* Thereis a growing, widely recognized need for a mechanism that could bring improved
and new vaccines into use more rapidly. CVI provides a forum where those contribut-
ing to the development and introduction of vaccines can come together to share ideas,
set priorities, make plans, collaborate and solve problems.

Prevention of the current ‘EPI Plus’ target diseases—the six original EP] diseases plus
hepatitis B and yellow fever—can be achieved through better immunization coverage,
better immunization strategies, and better vaccines. Worldwide, the average coverage
with the traditional EPI vaccines is about 80%, although lower rates are recorded for some
vaccines and some countries. Efforts to help raise coverage in countries in greatest need
must be continued and expanded. Yet, raising coverage as a global strategy with existing
vaccines is likely to be an increasingly costly and limited approach (except for vaccines
against hepatitis B and, where needed, yellow fever). Some improved vaccines could
make a significant impact on digeage comtrol.  For more effective prevention of tuberculo-
sis, a new vaccine is essential, because even with high coverage rates (over 80%) the exist-
ing vaccine (BCG) only prevents about 6% of disease, mainly that occurring in young
children. Single-dose vaccines (for example, administered to pregnant women to prevent
neonatal tetanus} would extend prevention to hitherto poorly compliant or otherwise dif-
ficult-to-reach populations. New strategies, such as mass immunization to forestall peri-
odic outbreaks of measles, would be facilitated by easier-to-deliver vaccines that do not
require injection. Combination vaccines can also play an important role in disease control.
Hepatitis B prevention could be expanded with a new DTP (diphtheria-tetanus-pertussis)-
Hep B (hepatitis B) combination vaccine. The DTP-Hib combination vaccine, already li-
censed in some countries, could greatly facilitate wider introduction of Hib vaccine to
control meningitis and pneumonia.

New vaccines against many diarrhoeal and acute respiratory diseases are being developed
by vaccine companies for industrialized country markets. Their introduction into other
countries where they are needed must be vigorously promoted. Other new vaccines, such
as that against malaria, are being pursued mostly in non-commercial research settings.
Planning to expedite their introduction is essential to avoid delays in their application.

Improved and new vaccines offer an enormous potential to build on one of the most im-
portant public health achievements realized to date—mamely, the creation throughout the
world of an efficient vaccine delivery infrastructure—and thereby to reach new disease
control targets.

Bringing new products into existence and use requires expertise and activities in:

- epidemiclogy;

-  biomedical research;

- vaccine development;

- clinical trials;

- vaccine production, including manufacturing process development and scale-up;
- quality control and quality assurance;

- assessment of need and, whete necessary, creation of demand;

- supply and financing;

- mmmunization delivery, including relevant behavioural sciences;

- disease surveillance,
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Contributions to the development and introduction of new and improved vaccines come
from rnany sources:

- international organizations;

- national governments that appreciate the value of vaccines;

- research, regulatory and public health agencies and institutions;
- nongovernmental organizations;

- private and public sector manufacturers.

These entities are the collaborators in the CVI coalition. The efforts of these organizations
drive the development of new vaccines through the sequence of steps—or confinuum-—
that culminates in disease control. However, often the system lacks cohesion, and delays
occur in the availability of vaccines because of lack of coordination and failure to antici-
pate needs.

The desired improved and new vaccines should individually or collectively be superior to
existing vaccines in a number of ways:

They should:

- be of consistently higher quality;

- be easier to deliver, among other things through oral administration;
- require fewer doses;

- be effective early in life and provide long-lasting protection;

~  be freer of side effects;

« be more stable; and especially

- be effective against more diseases.

The ultimate CV] goal is the development of one or more vaccines that can be given early
in life, preferably orally, in one or two doses and that would provide long-lasting protec-
tion against a large number of infections. To achieve this goal, however, will require fur-
ther scientific advances, Much can be learned and gained in the meantime from actively
pursuing shorter-term goals.

In 1993, the CVI Task Force on Strategic Planning published a concise but broad Strategic
Plan outlining medium- and long-term needs to achieve its objectives. The plan identified
priority diseases against which vaccines were needed. Parallel CV] task forees on vaccine
supply and quality assurance {respectively the Task Force on Situation Analysis and the
Task Force on Regulatory Needs Assessment) identified the prerequisites for strengthen-
ing the existing systems for assurance of vaccine quality and supply. These prerequisites
must be addressed before new vaccines can be introduced on a large scale. Thus assessing
need, building demand, and strengthening supply and quality assurance systems are in-
termediate CVI objectives which the Secretariat addressed to a considerable extent in CVI's
firgt few years.

Efforts to hasten product development and improve vaccine supply and quality assurance
were initiated with CVI support in the period 1991-1994. In early 1994, the Dr Hiroshi
Nakajima, Director-General of WHO, reorganized WHO's vaccine-related activities so as
to achieve greater cohesion between its vaccine research and development (R&D) and its
immunization activities and, at the same time, to strengthen its vaccine supply and quality
activities, This reorganization made it possible to refine the mandate of the CVI Secre-
tariat and redefine its relationship with CVI's collaborators.
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In November, 1994, the CVI Meeting of Interested Parties (MIP) identified three areas of
activity for the CVI Seeretariat:

- developing consensus on needs, opportunities and priorities;
- co-ordinating inter-organizational collaboration in priority activities;
- performing advocacy activities, disseminating information and mobilizing resources,

The MIP alsc agreed that the CVI Secretariat would ensure implementation of CVI activi-
ties by different CVI collaborators in such a way as to avoid duplication of effort or over-
lapping administrative mechanisms. Some CVI activities, e.g. those aimed at strengthening
vaccine supply and quality, and product development and the introduction of new vac-
cines, are managed for CVIby GPV. It was agreed by the MIF that new activities might be
managed by other entities,

Currently, the CVI Secretariat spends about 0.1% of the estimated worldwide expenditure
on vaccine development and immunization. Funds that pass through the CVI Secretariat,
for example for the development and introduction of specific vaccines, are used strategi-
cally and catalytically. They are designed to bring greater cohesion to the disparate efforts
of individual organizations and to fill what would otherwise be gaps in the continuum of
activities necesgary to achieve CVI's objectives.

1994-1995 has been a period of transition, congolidation, rebuilding and reorientation for
the CVI Secretariat. In the period 1991-1994 the CVI Secretariat consisted of 4 to & profes-
sionals with support staff in various locations. This structure was dismantled in 1994 and
the Secretariat activities were handled part-time by WHO staff until April 1995 when a full
time CVI Coordinator was appointed to work with Dr [[W. Lee, Director of the WHO
Global Programme for Vaccines and Immunization (GFV) who also serves as CVI Execu-
tive Secretary. GPV's creation necessitated the redefinition of CVI's role and operations.
The creation of GPV included the establishment of a unit with staff dedicated to vaccine
supply and quality, particularly for new vaccines. This created the opportunity for the CVI
Secretariat to become, over time, less of an implementing body in the vaccine supply and
quality area and to increase attention to other aspects of the development and introduc-
tion of new vaceines. Since there are a significant number of new vaccines, already bi-
censed or approaching licensure, the CVI Secretariat has urgent work to do to promote
and expedite their introduction, wherever needed. In 1996 and beyond, the Secretariat
will expand these activities, whilst working in partnership with GPV/VS() to ensure that
supply and quality infrastructures are adequately developed to accommodate new vag-
cines, To do this and undertake the other proposed activities, some rebuilding of the
Secretariat, beyond the Executive Secretary (part-time) and the CVI Coordinator, will be
essential. The proposed programme of activities for the CVI Secretariat for 1996 is de-
scribed below under the three main headings of consensus development, coordination
and advocacy. A budget summary is presented at the end of the document.
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B.
The Proposed 1996 CVI
Secretariat Plan of Activities

1. Consensus development: strategic planning and priority setting
1.1 Strategic Planning

The CV1 Strategic Plan provides a 10- to 20-year perspective on the ways in which preven-
tion of infectious diseases can be expanded through the efforts of organizations involved
in vaccine development, supply and immunization. The Scientific Advisory Group of
Experts (SAGE) of CVI and of the Global Programme for Immunization and Vaceines (GPV),
and the CVI MIP recommended that the present Strategic Plan be updated to take into
account recent progress and to more fully address areas not adequately covered in the first
version. It is hoped to provide the SAGE and the CVI MIP with a progress report on
revision of the Plan in June 1996 and to complete it by the end of the yeat.

1.2 Health benefits and costs of new vaccines

During 1996-1997 in-depth analyses will be conducted on the potential health benefits and
costs {or savings) that would accrue through the development and introduction of im-
proved and new vaccines or through the adoption of other immunization strategies. These
analyses will be conducted through staff and consultants guided by a small working group
of specialists in this field. The methods and results will assist countries or organizations
wishing to invest in new vaccines, to choose their priorities and justify their investments.
The proposed activity will be conducted in collaboration with the GPV Steering Group on
New Vaccines, with other WHO programmes and with selected outside groups.

Outputs of this activity will include :

(1) guidance to vaccine developers on the desired characteristics of new or improved vac-
cines based on a clear identification of those immunization strategies likely to have the
greatest potential impact on disease control;

(2) a comparative assessment of the likely benefits to be expected from the different vac-
cines that could be developed and from the different strategies that could be adopted for

the supply or use of these vaccines;

(3) overall justification for investing in the development and introduction of new and im-
proved vaccines;

(4) identification of critical obstacles to the development and intreduction of improved
and new vaccines, such as lack of information about disease burdens.

This activity will continue into 1997 and possibly beyond.
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1.3  Public-private sector collaboration

Commercial vaccine companies are recoghized as essential contributors to attainment of
CVT's goals because of their expertise in vaccine production and their investment in R & D.
In 1996, commercial vaccine companies are being informed of the need for new and im-
proved vaccines from a global public health perspective; of new initiatives and strategies,
such as UNICEF s new vaccine purchasing strategy that targets assistance to neediest coun-
tries; and of efforts to improve the viability, reliability and, where necessary, quality of
local vaccine production in developing countries. Discussions will also be held with vac-
cine companies about potential markets for new high-priority vaccines and about issues of
mutual concern, such as intellectual property rights, and multi-tiered pricing. In addition,
the CVI Secretariat will provide support to the WHO Biologicals Unit (BLG) in formulat-
ing updated recommendations—of worldwide applicability—for the manufacture of im-
proved and new vaccines.

1.4 Supplyl/situation analysis

In close collaboration with the GPV Vaccine Supply and Quality Unit (VSQ), UNICEF and
other pertinent organizations, the CVI Task Force on Supply /Situation Analysis will con-
tinue to monitor progress, and identify needs and priorities in ensuring reliable sources of
supply for existing and new vaccines. Guidelines, developed from a series of assessments
of the viability and quality of local vaccine production, will be made available to govern-
ments and donors to provide them with a basis for deciding whether or not to continue
supporting local vaceine production.

1.5-1.7 CVI advisory and management bodies

In 1996 the CVI/GPV Scientific Advisory Group of Experts (SAGE) and the CVI Meeting
of Interested Parties (MIF) will each be convened once (budget areas 1.5 and 1.6). The
annual CVI Congultative Group (CVI-CG) will meet in sub-Saharan Africa, (budget area
1.7). The MIP-subgroup (Group of 13 or G13) will be consulted on budget reprogramming
and other issues, as needed, and will meet at the CVI-CG meeting,

1.8  CVI organizational issues

As CVI enters its second five years of existence its most useful roles are becoming increas-
ingly clear. Its present co-sponsorship and governance arrangements are expected to con-
tinue. However, its identity as a formnal coalition should be more clearly established in
order to distinguish it more clearly from the individual co-sponsors and other contribu-
tors, such as WHOQ, at whose headquarters the CVI Secretariat is housed. As a clearly
identified coalition, the CVI Secretariat would be seen more as complementing than as
competing with the different implementing organizations. Ways are being identified
whereby contributors to CVI objectives can indicate their commitment and participation
in the coalition. Proposed mechanisms to recognize affiliation with CVI will be presented
to the MIFP for advice and approval.
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