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Report of the Meeting of Interested
Parties for the Children's Vaccine
[nitiative, 27 June 1996

Introduction

A Meeting of Interested Parties (MIP) for the Children’s Vaccine Initiative was held in
Geneva on 27 June 1996. The meeting followed 2 Meeting of Interested Parties for the
Global Programme for Vaccines and Immumnization on 26 June 1996, for which a sepa-
rate report is available.!

The meeting was atrended by representatives of CVI co-sponsonng agencies, govern-
ment contributors to the CVI, developing countries, non-governmental organizations
and vaccine companies. It was chaired by Mr L]. Kell:md (Denmark), and Dr J. Kiely
(Ireland) was the rapporteur. Ms A. Shearley (Zimbabwe) served as vice-chair.

Dr Jong Wook Lee, Executive Secretary of the Children's Vaccine Inmative (CVI),
opened the Meeting and welcomed the participants, thanking them for their participa-
ton.

Overview of progress towards the CVI objective -- expanding protection
against infectious diseases through immunization

Dr Roy Widdus, CVI Coordinator, reported to the members of the MIP that, although
considerable progress had been made in the control of infectious diseases through
immunization, much more progress was needed, especially in new vaccine introduc-
tion. Beyond the six original EPI vaccines, many more vaccines had been licensed or
were in a late stage of development. To promote new vaccine introduction, further
work was needed in areas such as gathering information on local disease burden; help-
ing countries establish priorities for new vaccine introduction; and motivating people
to recognize the value of vaccines and establish ways of financing their vaccine needs.
The challenge for the CVI Secretariat lay in helping its collaborators work together to
develop and introduce new and improved vaccines.

"Report of the Meeting of Interested Parties for the Global Programme for Vaceines and Immunization,
Geneva, 26 June, 1996 (WHO/GPV/96.05).
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Presentations from CVI co-sponsors

Dr Jane Zucker (UNICEF) reviewed recent collaborative efforts between UNICEF,
CVI and WHO/GPV. Examples included: the 1996-1997 vaccine tender based on
tiered pricing and the targeting of countries for assistance; and the expanded imple-
mentation of the Vaccine Independence Initiative (VII). Related objectives included
increasing access to OPV, measles and hepatitis B vaccines, and support for evaluation
activities such as the Hib trial in The Gambaa.

Dr Prank Hartvelt (UNDP) re-affirmed the commitment of UNDP to the CVI. Out
of the main objectives of the CVI, the major priority for UNDP was capacity build-
ing. In view of this, UNDP had initiated the establishment of the International Vac-
cine Institute (IVI) in Seoul, Korea. This would be an international research and devel-
opment organization dedicated to strengthening the capacity of developing countries
for the development, production, and introduction of new vaccines. Mr Jaechol Hahn
(Korea) stated that the [V was intended to contribute to the goals of the CVI and
should not hinder or duplicate the work of either the CVI or WHO.

Dr Richard Feachem {World Bank) said the Bank was very committed to CVIand the
goal of increasing global immunization for children. Immunization was extremely cost-
effective and, even when new vaccines became available, would probably remain so.
Lending by the World Bank for the health sector had conrinued to increase. Support
for vaccines and immunization could be either direct, through specific funds, or indi-
rect, through investments to strengthen the infrastructure for primary health care. A
major concern was the need to find new ways to encourage the private sector to invest
in new vaccines, drugs, and diagnostics for low-income countries. The World Bank
had been asked to initiate a new round of exploratory talks on this with the pharma-
ceutical and vaccine industry. The CVI and GPV would be kept informed of develop-
ments as the discussions progressed. '

Dr J.W. Lee (WHO) noted that WHO support for the CVI ranged from housing the
Secretariat to close collaboration with other WHO programmes on a range of activi-
ties, As a result, a close working relationship had been established between the CVI,
GPV, and other WHO programmes (e.z. TDR, CHD, BLG) which helped avoid any
duplication of activities.

Dr Seth Berkley (Rockefeller Foundation) underlined the Foundation's continuing
support for the CVI. He provided an update on the International AIDS Vaccine Initia-
tive which is spearheaded by the Rockefeller Foundation, but counts on the support of
many organizations, including the CVL

Dr Odette Morin (International Federation of Pharmaceutical Manufacturers Asso-
ciation (IFPMA) which, while not a co-sponsor of CVI, has 56 member countries
representing many collaborators in the vaccine field) underlined the support of the
vaccine industry for the programmes of the CVI and WHO, She noted, however, that
there was some confusion over initiatives to form consortia of public institutes and
concern that the scope and objectives of some of these projects were unclear. Industry
needed reassurance that any projects - especially those involving transfer of technol-
ogy — took full account of financial feasibility and respect for the principles of fair
trade. However, if the primary objective was to improve the quality of vaccines on the
market, these projects would have the full backing of industry. Secondly, industry was
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concerned at the escalating costs of research and development and the impact of ever-
increasing regulatory requirements. While efforts to harmonize technical requirements
through the International Commission for Harmonization (ICH) initiative were ac-
knowledged, more effort was needed to keep regularions 10 a realistic level compatible
with safety and efficacy. Finally, there was concern that the international communiry
was not planning sufficiently far ahead to commit the resources needed to ensure that
immunization programmes were in a position to take advantage of new and improved
products.

Dr David Salisbury (United Kingdom) supported the third concern of the IFPMA,
retterating that long-term, collaborative planning was essential for the continued de-
velopment of high quality vaccines, particularly in view of escalating research costs.

Dr Widdus thanked the co-sponsors, the Government of the Republic of Korea, and
the IFPMA for their comments and promised that in the future more time would be
reserved for comments from other collaborators. Afrer summarizing cthe highlights of
1995 activities, he gave an outline of the 1994-1995 CV1 budger. Administration of the
budget for the 1994-1995 biennium was a task first inherited by Dr Lee and then by
himself. The budget system, which according to WHO regulations cannot be altered
during a biennium, was established prior to the consolidation of the CVI Secretariat in
Geneva. As a result, activities were not tracked in specific allotments. This problem
had since been rectified and the 1996-1997 budget tracks activities by specific budget
line items. However, the change in management and direction of CVI and its Secre-
tariat in the middle of the biennium ¢reated a situation in which many new activities
were under-funded, while other established activities were being taken over by others
with less of a need for CVI financial input. In some ¢ases, specified funds were pro-
vided to CVI for activities that were now implemented by Global Programme for
Vaccines and Immunization (GPV), especially its Vaccine Supply and Quality unit
(VSQ). Dr Widdus pointed ont that the budget for the new biennium would be more
in tandem with the common financial reporting of WHO.

Discussion

Dr Caryn Miller and Mr John Tomaro (USAID) requested a breakdown in the future
of the other organizations receiving CVI funds, and urged that CVI funds directed to
other WHO programmes should appear in the budgets of those programmes. The
need for an increase in the amount of unspecified funding was queried since the CVI
was non-operational. An organizational chart of the CVI would be helpful. Dr Widdus
stated that a supplementary report could be prepared for budgetary funds channelled
to GPV and noted the request for a CVI organizarional chart.

Ms Ann Kern (Australia) was concerned that the CVI Meeting of Interested Parties
had approved a budget of US$10.4 million for 1994-95, when possibly only half as
much had been received from donors. Perhaps there was a need to more closely review
the next budget in view of the previous budget deficit. Dr Widdus noted the comment
and assured Ms E.J. de Ridder (The Netherlands) that the Task Force on Strategic
Planning would assess the utility of the G-13, 2 13-member advisory sub-group of the
CVI Meeung of Interested Parties.
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Report on the meeting of the CVI/GPV Scientific Advisory Group of
Experts, 12-14 June 1996

Sir Gustav Nossal (Australia) gave a summary of the discussions and recommenda-
tions of the CVISAGE held on 12-14 June 1996. His comments helped clarify some of
the points raised in the earlier discussion, including comments from Dr Peter Ndumbe
(Cameroon) and Dr Jane Soepardi (Indonesia), who urged CVI to focus on expediting
the introduction of new vaccines. Sir Gustav noted that the Scientific Advisory Group
of Experts (SAGE) endorsed the work of the CVI Task Force on Sirategic Planning
and CVI efforts in long-term strategic planning and priority setting. With 20 vaccines
licensed beyond the 8 included in the "EPI plus” category, and a further 42 in Phase I11
clinical trials, there was clearly a need for a process through which vaccine introduc-
tion could be prioritized and expedited. SAGE believed that the CVI and GPV were
complementary, and endorsed the role of CVI as a neutral convenor of all players in
the vaccine field, including industry, as well as its work In advocacy. Sir Gustav also
noted that SAGE urged Dr Lee to ensure there was a minimum of duplication and
maximum integration between GPV and the CVL.

Proposed 1996 CVI Secretariat plan of activities, budgetary needs for
1996-97, and financial status

Dr Widdus presented the proposed 1996 CV1 Secretariat plan of activities and budget-
ary needs for the 1996-1997 biennium. The main areas of activity were: consensus
development, including strategic planning and priority setting; coordination in product
development, introduction and quality assurance; advocacy efforts rargeted towards
the dissemination of information and resource mobilization; and regional activites.
Referring to the CVI role in consensus development and coordination in product
development and introduction, he cited a recent joint initative on Hib vaccine as an
example of the kind of future activities planned by the CVI. The CVI had convened a
group of experts from organizations including Centers for Disease Control (CDC),
National Jnstitutes of Health (NIH), United States Agency for International
Development (USAID), Program for Appropriate Technologies for Health (PATH),
Johns Hopkins University, UNICEF, and WHO (Biologicals, the Division of Child
Health and Development and GPV) to develop the Agenda to expedite global pre-
vention of Haemophilus influenzae type b (Hib) disease, This effort exemplified
how the CVI could bring people together in collaborative action.

Dr Hiro Doi, Medical Officer, V, gave a presentation outlining collaborative activities
between CVI and VSQ. He underlined the valuable work of the Task Force on Situa-
tion Analysis for Global Vaccine Supply which emphasized the need for a focus on
supply and financing of vaccines and acted as a catalyst for a number of activities in
this area ranging from the establishment of the VSQ unit in the GPV to the UNICEF

targeting strategy for providing financial assistance to countries.

Mr Tom Netter of the CVI Secretariat completed the review of proposed 1996 CV1
activities with his presentation on CVI plans in the area of advocacy. In response to
repeated requests for increased advocacy to promote vaccines, the CVI was developing
an advocacy strategy which would focus both on support for existing projects, such as
the Kick Polio Out of Africa campaign and the launch of the WHO/UNICEF publi-
cation State of the World’s Vaccines and Immunization, as well as help establish CVI as
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afocal point for information availability and exchange. New advocacy activities ranged
from helping promote the identity of the CVI to facilitating the exchange of informa-
tion on the Internet, to resource mobilization.

Dr Widdus undertook a review of the 1996-1997 budger, informing participants thata
full, detailed costing was available upon request. The budget for the 1996 period was
US $6.7 million, withour taking carry over funds into account. Of this, $4.7 million
had been pledged and $3.7 million received. It was expected that at least another $2
million would be raised out of the $4.7 million in proposals submitted to donors. It
was important to note that, while it appeared that there were unspent funds from the
first half of the year, many of the funds were specified -- leaving little room for CVI
programme flexibility in areas such as advocacy and public/private cooperation. Dr
Widdus highlighted the need for additional funding. One example was a US$200,000
proposal from the Netherlands-based marketing firm Young and Rubicam to atternpt
to raise money for CVI from socially-conscious private sector companmies.

Discussion

Mr Frank Hartvelt ((UNDP) encouraged donors to discuss supporting the proposal wo
use a fund-raising consultancy to identify new sources of funding for CVI. If Young
and Rubicam were confident the CVI could expect returns of several mullion dollars,
the money would be well invested. Dr David Salisbury (United Kingdom) believed
activities such as the Young and Rubicam fund-raising proposal should be included in
the budget as 2 priority activity. He was concerned that other items had been included
which were more appropriately GPV actvines.

Ms Ann Kern (Australia) questioned whether the proposed CVI budget and planned
activities were in excess of realistically expected income. She cautioned against turn-
ing the activities plan into a “wish list” and brought attention to high staff costs and
the high costs of meetings, including the CVI MIP and the Consultative Group (CG)
Meeting. Her proposal to move the CG Meeting to once every two years, instead of
once a year, was seconded by Ms E.J. de Ridder (Netherlands) and Dr Caryn Miller
(USAID). The Chairman, Mr L]. Kelland, then put the motion before the MIP, which
agreed to changing the schedule of the CG to once every two years.

Sir Gustav Nossal, the Chairman of the SAGE for GPV and the CVI, suggested merg-
ing the GPV MIP and the CVI MIP into a more consolidated meeting as a further cost

saving measure. This led to a discussion on the identity of the CVI and its role in
relation to WHO/GPV.

Mr John Tomaro (USAID) believed that CVI funds should be catalytically targeted to
fill gaps instead of addressing the entire vaccine continuum. He suggested that its role
should be to be heretical and challenge the orthodoxy of GPV. He suggested that
vaecine vial monitors (VVMs), for example, might have been available much earlier if
the CVI had existed at that time and been in a position to challenge cold chain policy.
This suggestion was refuted by Mr John Lloyd, Technical Officer, Expanded Programme
on Immunization (EPI), who outlined the 20-year history of the development of VVMs
and the close involvement of WHO throughout in moving forward the development
of VVMs and advocating their use in national immunization programmes. In response
to the first comment, Dr Widdus agreed that CVI could not operate with equal weight
along the entire vaccine continuum. It was recognized there was a need to focus
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attention on current problem areas such as: the bottleneck that delays the introduction
of existing and new vaccines into use in developing countries; and financing and re-
lated advocacy work. The CVI should act as a catalyst in focusing attention on these
key areas.

Dr Seth Berkley (Rockefeller Foundation) noted that the identity and independence
of CVI should be looked at carefully. As long as the CVI provided a neutral ground
which could bring together WHO, industry and other parties, then the CVI, GPV and
their respective MIPs should remain separate. Dr Richard Feachem (World Bank) noted
the need for a distinction between the CVI and GPV, particularly in the eyes of the
donors, If there was little distinction, then perhaps CVI should be merged into GPV.
If there was greater distinction, then perhaps it would not be wise to have GPV and
CV1 so closely integrated.

Dr Jane Zucker (UNICEF) noted that CVI had played a critical role in facilitating
UNICEF’ collaboration with industry and the creation of the 1996-1997 vaccine ten-
der. She felt it was premature to merge the GPV and CVI MIPs, but it was critical for
CVI to articulate its identry, particularly in relation to WHO/GFYV.

The representative of Nigeria endorsed the view that it was t0o early to discuss dis-
continuation of the CVL He pointed out that, prior to the involvement of the CVI,
vaceine manufacturers in developing countries received little attention or support from
international agencies. In Nigeria, the work of the CVI and GPV had played a key role
in encouraging the government to become more involved in vaccine manufacture.

Replying first to related observations and questions from the representatives from
Australia, Japan, and the United Kingdom, Dr Widdus said the CVI would continue
to monitor staff costs. He pointed out that, although a contingency budget was main-
tained in order to ensure that spending did not outstrip known income, many of these
funds were specified and could not be diverted to advocacy work. The CVI was keen
to expand some areas including advocacy and links with industry and needed more
unspecified funding to support this. Money requested from industry had been sought
in accordance with WHO rules which required giving all commercially interested par-
ties the opportunity to provide funding for a wide slate of activities.

In reply to 2 query from the representative of the United Kingdom about the transfer
of CVI funds to VSQ, he explained that CVI fundraising from among the co-sponsors
for work in the vaccine supply and quality area pre-dated the establishment of VSQ.
World Bank funds channeiled through the CVI were now largely regarded as more
appropriate for use by GPV/VSQ in Its operational capacity. However, since WHO
required the CVI to keep a track of all funds received, the World Bank funds remained
part of the CVI budget. To avoid this kind of confusion, there was a need for improved
differentiation between CVI ‘core’ responsibilities and funds provided through CVI
to implementors. In future, donors could avoid distorting the CVI budget by giving
funds for operational activities directly to WHO or others who needed them. Where
activities overlapped CVI and GPV responsibilities, this could be delineated in the
budget, or the CVI could decide to accept money only for non-operational activities.
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On the role and identity of the CVI, Dr Widdus said the CVI was embodied by the
membership of the MIP, not by the CVI Secretariat. Consensus was needed among the
donors, co-sponsors, and all other collaborating players, including Industry, on how
to fulfil the CVI mandate. Onee that consensus had been reached, the role of the CVI
Secretariat was to help articulate that consensus. The issue of CVI idenury was also
under discussion by the Task Force on Strategic Planning.

Progress in updating the CVI Strategic Plan

Report from the Meeting of the Tusk Force on Strategic Planning,
29-30 May 1996

Ms Ann Kern (Australia) reported on the first meeting of the Task Force on Strategic
Planning which took place 29-3¢ May 1996. There had been no questioning of the
value of vaccines, the need to secure additional funds to meet rising costs, or the need
for a broad-based coalition. However, there had been considerable debate on the role
of the CVI and its added value. Both areas were difficult to define and more work was
underway to provide better definition in this area. Other discussion topics included
the need to think of vaccine development through the entire spectrum from research
to introduction, the need for the prioritization of new vaccines, the role of the private
sector, and the choice between local production or import of vaccines.

Discussion

Ms A. Shearley (Zimbabwe) thanked collaborators for their investment in infrastruc-
ware development within the health sector and pointed out that the added value of CVI
was in moving new products forward through the vaccine development pipeline into
use. There was a need for epidemiological data to help governments make rational
decisions on prioritization for new vaccines. There was also a need to clarify the role
of the CVI and make politicians more aware of CVI objectives.

Dr Peter Ndumbe (Cameroon) reiterated the need to focus on the end-to-end mis-
sion. It would be a pity, he stated, if vaccines were developed and not used in the
countries that need them most. This underlined the need for more advocacy. However,
he cautioned that advocacy should not be limited to political decision-makers and the
public but extended to health professionals as well.

In closing the meeting, the Chairman thanked the members for their participanon and
the CVI Secretanat for their presentations to the meeting.

Date of next meeting

It was decided at the Meeting of Interested Parties for the Global Programme for
Vaccines and Immunization on 26 June that the date of the next meeting of the Meet-
ing of Interested Parties for the Children's Vaccine Initiative should be either on or
around 13 or 17 June 1997, depending on the availability of facilities at WHO Head-
quarters, and the timing of related WHO meetings.
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