WHO/V&B/00.04
ENGLISH ONLY
DISTR.: GENERAL

Report of the Strategic

Advisory Group of Experts
(SAGE)

Geneva, 1-3 November 1999

DEPARTMENT OF VACCINES
AND BIOLOGICALS

RN, World Health Organization
AW\
&y Geneva

2000




The Department of Vaccines and Biologicals
thanks the donors whose unspecified financial support
has made the production of this document possible.

Ordering code: WHO/V&B/00.04
Printed : March 2000

This document is available on the Internet at:
www.who.int/gpv-documents/

Copies may be requested from:
World Health Organization
Department of Vaccines and Biologicals
CH-1211 Geneva 27, Switzerland
o Fax: +22 791 4193/4192 ® E-mail: vaccines@who.ch ®

© World Health Qrgapization 2000

This document is not a formal publication of the World Health Organization (WHO), and all rights are
reserved by the Organization. The document may, however, be freely reviewed, abstracted, reproduced
and translated, in part or in whole, but not for sale nor for use in Conjupctioﬁ With commercial purposes.

The views expressed in documents by named authors are solely the responsibility of those authors.




Contents

Executive summary 1
AL INNOVALION c.euitiirtieriiciercnerecrr ettt st s e bbb et se b s eben s s st ene 1
B.  ImMMmMUNIZAtION SYSTEIMS .cvcveeiricreresencensseinesiensisasssassessssrsesscsssssssssssssesescscscsens 3
C. Accelerated disease CONtIOl........cooceevereirureniccrcerennecreinersesere e sneceeees 5
1. Opening session and overview of programme direction. w7
1.1 Immunization in the 21t CENTUIY .coorviiniciiricccrcc e 8
1.2 V&B structure, strategic plan and overview of the SAGE agenda ......... 11
2. INNOVALION weveieeecectserererensaensssssnssssssssssenas 14
2.1 Accelerated Vaccine Introduction (AVI) Priority Project .......coccucuveencce 14
2.2 Intercluster Vaccine Research (IVR) Initiative ....ococeenreernnvccniecneeneenenene. 18
2.3 Pneumonia control by vaccination ~ filling the gaps in knowledge......... 20
2.4 Tuberculosis CONEIOL.... ..ot 23
2.5 Sugar-glass Project .. ssssessasasens 24
3. Immunization SyStemS....een 27
3.1 Immunization Safety Priority Project: overview ........ccocceninivccunince. 27
3.2 Global Advisory Committee on Vaccine Safety.......cccovvmmviurennenniencnenans 29
3.3 Priority Project Steering COMMILLEE .....covrvecruvceiininiirianireiesiiesseaiesnens 32
3.4 Media Training Workshop ..cccccooureecomrmncninniccrcniniiseisssessssens 35
3.5 Assuring vaccine safety: identifying the issues and managing
the risks - a proactive approach.......ccooovcoeinicininincn e 36
3.6 Safe SYTINEES coovueerurerceerccieniie ittt 38
3.7 Trends in iImmunization INAICATOLS ...cccevercurmrireniiemiiniieiessisrsssisssssaeneaseeass 40
3.8 Strengthening mMONItOLING SYSTEIMS ....cvvivviriremrinmiceeirinerssinensisiessnssseseaesesesens 42
3.9 Improving delivery ... 44
3.10 Vaccine QUAlITY cc.coicuericicccce e s 45
3.11 Overcoming financial and structural barriers to sustainable
IMMUDIZATION SYSTEIMS .uvvreceruerrcrenesissesrissesasssismsssensanseassssesesesssessssssssasasans 47
3.12 Managerial sKills c.c.coouniiiniiniccc e 48
3.13 Reaching the unreached ... 51
4. Accelerated disease CONtIOL.iiniciiienissienenenssssssssssssssssssssnssssassanes 54
4.1 Acceleration of the Polio Eradication Initiative ......ccocoevieiiinincrineiiccnnnnnnns 54
4.2 Containment of Wild poOlIOVITUS ...c.ouveviiciiriiiiiiiiccce e 57
4.3 Research for stopping polio IMmUNIZAtION ......cccveueermericreicinieeeeies 59
4.4 Global targets ... s 60




5. Strategic planning

5.1 Global Alliance for Vaccines and Immunization (GAVI)
5.2 Discussion on the V&B strategic plan .............

6. Evaluation

............................................

6.1 Summary of feedback based on questionnaire

Annex 1 : List of participants

............................................

Annex 2 : Agenda

63

63
66

68
68

70

77




Executive summary

In the 1980s the Global Advisory Group advised the Expanded Programme
on Immunization (EPI), and during the 1990s the Scientific Advisory Group
of Experts advised the Global Programme for Vaccines and Immunization.
Because a number of highly technical committees now advise WHO’s Department
of Vaccines and Biologicals (V&B) on specific issues such as polio eradication and
immunization safety, a need was perceived for a committee that could take a broad
view of WHO?’s vaccine-related work. The Strategic Advisory Group of Experts
(SAGE) was therefore established.

In order to plan for future needs, V&B developed a strategic plan for the next biennium,
covering the following areas of work: innovation, immunization systems and
accelerated disease control. For each a priority project was selected, namely
accelerated vaccine introduction, immunization safety and polio eradication.

The first meeting of SAGE, whose members were selected for their expertise and
geographical representation, was convened on 1-3 November 1999 in Geneva to
advise V&B on the three main strategic aspects of its programme.

A. Innovation
Accelerated vaccine introduction

Some new vaccines against major causes of morbidity and mortality are available
currently, and some will become available in the next 10 years. As they become
available, they are being adopted rapidly by industrialized countries, but the uptake
of these new vaccines in developing countries has been much more restricted. Limiting
factors have been a delay in demonstrating efficacy in developing country settings,
lack of information on disease burden and cost effectiveness, problems with supply
and financing, and lack of technical expertise for their introduction. In order to meet
this challenge, V&B has established the Accelerated Vaccine Introduction (AVI)
priority project. SAGE supported the strategies and major work elements of AVI
and suggested areas that required additional emphasis. Sustained improvement in
immunization systems demands increased commitment to immunization in general
and the introduction of new vaccines. As part of the project, and in collaboration
with other partners, WHO should foster ownership of the introduction of new vaccine
programmes in the developing world. This should include advocacy at the
international level and support for the production of advocacy and IEC materials at
the national and local government levels for both health workers and the public.
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SAGE noted the success of PAHO’s revolving fund as a means of facilitating the
introduction of Hib and other new vaccines. This model should be considered for
use by other Regions and country groupings.

When the introduction of new vaccines into developing countries is being considered,
not only the reduced disease burden and cost-effectiveness of vaccines should be
taken into account but also the comparative impact on overall cost of investment in
prevention and treatment.

WHO should communicate effectively and frequently with industry on vaccine
priorities, epidemiological findings, and vaccine formulation preferences.

Additional work is needed to clarify how WHO can facilitate the development and
use of vaccines of Regional importance, such as group A meningococcal, dengue,
yellow fever, rabies, tick-born encephalitis and Japanese encephalitis vaccines.

SAGE noted the good progress made by the various Scientific Working Groups that
had responsibility for developing a specific vaccine or vaccines, bringing the together
the world’s experts in these fields. '

Innovation in research

Essential to successful immunization programmes is a strong research programme
leading to the introduction of new vaccines, new presentations and new technologies.
SAGE commended V&B’s excellent programme of research and development, which
has underlined how modest investment can produce major progress. SAGE urged
that this role should continue. A number of initiatives were endorsed, including:

a)  Intercluster Vaccine Research Initiative: There was support for this Initiative
and its opportunities to advocate selected efforts in research and development.
SAGE commended WHO’s continuing efforts to consolidate the different
vaccine research components in a single, more interactive and efficient
Organization-wide activity. Of particular interest was the link with research
into vaccines against malaria and HIV/AIDS.

b)  Pneumonia: SAGE endorsed the expanded pneumonia research programme
proposed by the Secretariat.

c)  Tuberculosis control: SAGE endorsed V&B’s general strategic plan for the
development of an improved tuberculosis vaccine and welcomed the efforts

undertaken by V&B to maintain a constant dialogue with all the stakeholders
in this field.

d)  New approaches to the stabilization of vaccines: SAGE commended WHO?’s
initiative on the development of drying processes aimed at achieving long shelf
life and thermostability of vaccines. Sugar-drying provides one example of the
work done in this field. Given the potential impact of thermostable vaccines
on delivery systems, especially in developing countries, the cost-benefit, safety
and efficacy of these vaccines should be thoroughly assessed and a report of
progress should be presented to the next SAGE meeting. SAGE acknowledged
that close collaboration with industry was essential if this wide-reaching change
in vaccine development and manufacturing was to be fruitful.

2 Report of the SAGE meeting, November 1999



B. Immunization systems
Immunization safety

While immunization can be enormously beneficial, it can also be harmful if vaccines
are not of high quality or are not administered safely. SAGE complimented V&B for
its proactive approach and comprehensive set of activities aimed at ensuring vaccine
safety. It acknowledged the importance of advocating safety and of bulldmg capacity
at national level. It supported the implementation of a series of training activities,
the development of a standard set of information documents, and the fostering of
collaboration between various interested parties at the national and sub-national
levels. It was felt desirable to identify regional expertise capable of responding to
safety 1ssues.

Two committees have been set up to guide the work of V&B in this area — the Steering
Committee on Immunization Safety (providing overall guidance to V&B on managing
the Immunization Safety Priority Project) and the Vaccine Safety Advisory Committee
(providing impartial, high-quality scientific advice to WHO on specific issues relating
to vaccine safety as they arise). While the formation of these committees was endorsed,
the need was expressed to harmonize their work with that of SAGE. They should
both report to SAGE at least once a year. SAGE fully endorsed all the main
recommendations from the recent inaugural meeting of the Steering Committee of
the Immunization Safety Priority Project’.

SAGE commended WHO?’s initiative in establishing a global advisory committee on
vaccine safety as a proactive and co-ordinated mechanism for reliable and independent
scientific assessment of vaccine safety issues. SAGE noted that the Advisory
Committee must be acknowledged for its independence, scientific integrity, excellence
and efficiency, including its rapidity of response. It must not be compromised by
interference in its decisions by others for reasons of political or other expediency.
The Committee will report to the Director of V&B, who must decide when to report
to SAGE and must ensure that strategic decisions affecting immunization programmes
are appropriately addressed. Decisions regarding vaccine safety issues dealt with by
the Committee will be reviewed periodically when and if additional important data
become available. SAGE noted with approval that the Committee included all
interested parties, including industry, in its review of scientific evidence.
SAGE strongly encouraged support for regulatory research and stressed the
importance of communication and collaboration between the laboratories and the
Immunization Safety Priority Project.

SAGE noted the important activities undertaken to improve the safety of injection
devices, especially in the field of AD syringes. The Committee endorsed the transition
to AD syringes for all immunization activities by 2003, and supported WHO?’s role
in developing a joint WHO/UNICEEF statement on the safety of all injections related
to immunization. SAGE urged the Director to consider whether a similar statement
should be developed to cover all injections, whether or not they were given in the
immunization setting.

! A full report is available from the Vaccine Assessment and Monitoring Team of the Department of

Vaccines and Biologicals, WHO Geneva.
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WHO should provide guidance to National Regulatory Authorities (NRAs) on
matters relating to injection technology. SAGE recommended that a Workmg group
be asked to develop guidelines that would assist NRAs in regulatmg injection
equipment, and to further analyze the role that WHO might play in monitoring the
quality of injection equipment supplied through UN purchasmg agencies. A report
on the outcome of this analysis should be presented to SAGE in 2000.

Improving access to immunization

Access to immunization services and high coverage for the scheduled routine doses
of vaccine are fundamental requirements. Around 80% of the world’s children have
been reached but the other 20% are hard to reach, and creative ways of providing
access to them are needed.

SAGE noted that immunization coverage was very. low in several regions, especially
in some sub-Saharan countries. The committee recognlzed the importance of
‘developing strong health systems as a means of providing immunization services to
those most in need, particularly the impoverished. It recommended that WHO should
give special attention to strengthening the ability of health systems to deliver priority
programmes. ‘

SAGE noted that the strategy of providing sustained outreach services (SOS), aimed
at reachmg the unreached, was heavily resource—dependent but did attempt to improve
equity of access to essential health services and immunization in poor countries.
SAGE endorsed the introduction of SOS in a number of African countries as one of
several interventions needed to strengthen immunization systems.

SAGE supported the concept of linking successful components of immunization
programmes and makmg the ava1lab111ty of external funding contingent on
demonstrating the capacity to use it efflclently, safely and in a sustainable way.
SAGE commended the proposal to link financial inputs to successful performance as
revealed by indicators. The matching of finance to performance at district level has
proved successful in several national immunization programmes.

'SAGE recognized that an 1mprovement in management skills was essential for
progress. The management of immunization programmes must take into account
their changing environment, while maintaining essential functions. Assessment and
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