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Vaccine Funding Guidelines

@ Introduction

Gavi, the Vaccine Alliance supports countries in strengthening their immunisation programmes. As one of
Gavi’s strategic goals, this includes support to introduce and scale up vaccines, ensuring no one is left behind
with immunisation.

Gavi shares the cost that implementing countries pay for vaccines, which has led to 634 vaccine
introductions and campaigns by end 2023, dramatically boosting immunisation against virulent diseases.
Complemented by health system strengthening support and technical assistance, Gavi provides vaccines and
safe injection devices, as well as time-bound financial support for new introductions of vaccines into the
national immunisation schedule and to conduct campaigns. For more information, see Annex 1 on existing
and available new vaccine support per country.

These guidelines describe key aspects countries should consider when requesting new vaccine support

from Gavi. They should be read in conjunction with Gavi's application process guidelines and other funding
guidelines, which can be accessed via the Support Guidelines page on the Gavi website.

Key points in these guidelines

e Vaccine support should be planned for as part of Gavi‘'s comprehensive portfolio of support.

e New vaccine introductions and campaigns should place equity at the centre of all planning,
ensuring that zero-dose children and missed communities are prioritised for support.

o Understanding and addressing gender-related barriers is key to ensuring all targeted individuals
have equitable access to the full range of vaccines.

e Gavi support is intended to be catalytic, with country co-financing commitments essential to
ensuring successful programming.

e Gavi support is primarily aimed at supporting the timely delivery of routine vaccination as the core
of the national immunisation programme. Considerations are explicitly provided for countries
requesting campaign support (see page 10).


https://www.gavi.org/our-support/guidelines
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© Gavi support to introduce and scale up vaccines

2.1 Comprehensive planning of Gavi support to reach

immunisation goals

Gavi’s 5.0 strategy includes a shift towards a Full Portfolio
Planning (FPP) approach, which integrates all types of Gavi
support to best achieve national immunisation goals, along
with cold chain equipment, health system strengthening (HSS)
support and needed technical assistance.

Building on national immunisation goals and strategies, it
maps out priorities, objectives and activities to be supported
by Gavi to achieve identified goals. Through the process,
countries are asked to prioritise several key strategic shifts
they want to achieve with Gavi support to strengthen their
immunisation programme.

Countries must reflect all vaccine support expected
over the planning period in their comprehensive
request for Gavi support.

There are two ways to apply for specific vaccine support:

1. Countries conducting their FPP process should reflect all
planned new vaccine introductions or campaigns in their
FPP documents. Detailed requests are expected only for
vaccine introductions and campaigns scheduled in the first
two years. Introductions and campaigns scheduled later
should be reflected in the request, with the application
details submitted for independent review and approval
closer to the introduction.

2. Countries not conducting an FPP process can still apply
for vaccine support on an as-needed basis through
the country portal (described as pathway 2 in the
Gavi Application Process Guidelines). The country portal
opens approximately two months before the submission
deadlines on the Gavi website.

The different types of support
Gavi provides are described in
the Gavi Application Process
Guidelines. They include vaccine
support, HSS, cold chain equipment
and technical assistance.

Gavi provides additional support for specific
situations, including support for vaccine
product and presentation switches; yellow
fever diagnostic capacity strengthening;
and support for global stockpiles for
cholera, Ebola, meningococcal and
yellow fever vaccines via the International
Coordinating Group (ICG).

m Gavi expects that the decision
Q to introduce a vaccine into

the national immunisation
schedule, or to conduct a campaign, be
discussed and supported by a national
technical advisory group, such as the
National Immunisation Technical Advisory
Group (NITAG).!

The recommendations provided by
NITAG concern, among others:

e vaccine introduction decisions;

e specific product choices and
characteristics; and

e immunisation schedules and practices.

" NITAGs guide policy and programme decisions at country level and are critical for sustainable immunisation programmes. They promote evidence-based decisions and
enable countries to take full ownership of their policies and immunisation programmes. Where a NITAG does not exist, Gavi expects countries to include plans to establish

one with the request for new vaccine support.


https://www.gavi.org/news/document-library/gavi-application-process-guidelines
https://www.gavi.org/our-support/irc
https://www.gavi.org/news/document-library/gavi-application-process-guidelines
https://www.gavi.org/news/document-library/gavi-application-process-guidelines
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2.2 Equity and prioritisation of routine immunisation

Reaching zero-dose children and missed communities with a full schedule of vaccines is the primary objective
of Gavi’s current strategy. Zero-dose children suffer the disproportionate burden of disease and account for
nearly 50% of child deaths that can be prevented using vaccines. Zero-dose and under-immunised children
and communities are also a key priority for the Immunization Agenda 2030, endorsed by the World Health
Assembly in May 2020.

All requests for Gavi support need to articulate clear strategies for sustainably reaching zero-
dose children and missed communities with a drive to achieve equity in immunisation.

Zero-dose children often live in communities that face multiple deprivations, including socioeconomic
inequities and lack of access to health services, which gender-related barriers can further exacerbate.
Communities with large numbers of zero-dose and under-immunised children are more vulnerable to
outbreaks of vaccine-preventable diseases and are often ill-equipped to respond to an outbreak.

The Vaccine Alliance is proposing a common framework for countries to design tailored programmes
to reach zero-dose children and missed communities, against which Gavi support can be programmed
(see Programme Funding Guidelines).

Prioritisation of routine immunisation strengthening

Gavi support is primarily intended to support the timely delivery of routine vaccination as the core of the
national immunisation programme.

Examples of routine immunisation-strengthening activities can be found in Annex 4 of this document,
Gavi's Programme Funding Guidelines, and other guidelines from partners and Gavi.

Addressing gender-related barriers faced by caregivers, health workers and
adolescents in the design of vaccine introductions and campaigns

Gender-related barriers significantly impact the demand, coverage, use, sustainability and impact of vaccine
introductions and campaigns.

Understanding these and other socioeconomic-related barriers can help countries to adapt immunisation
services so that zero-dose and under-immunised children, and missed communities, receive the full range of
recommended vaccines.

Countries are expected to include a strong gender lens in their programming, with a clear understanding
of gender-related barriers and tailored strategies to address them. See Programme Funding Guidelines for
further gender resources.



https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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Key stakeholders

Women are often the primary caregiver and face multiple barriers to accessing
Caregivers/parents immunisation and health services. For this reason, the gendered needs of
caregivers should be at the heart of immunisation service delivery.

70% of the world’s health care workers (HCWs) are women. Specific attention is

Health workers therefore needed to ensure HCWs can work safely and effectively.

Adolescents are the beneficiaries of specific immunisation programmes, such as

Adolescents human papillomavirus (HPV) vaccines, which may require tailored approaches.

Establishing and strengthening

catch—up vaccination Catch-up vaccination refers

gg to vaccinating an individual

A catch-up vaccination strategy (which includes a clearly T ——

defined catch-up vaccination policy and schedule) is essential has not received doses of vaccines for
to a well-functioning national immunisation programme. which they are eligible, per the national
It should be implemented continuously as part of routine immunisation schedule.

immunisation services.

Catch-up vaccination can be conducted through routine immunisation service delivery (fixed, outreach,
mobile, school-based), periodic intensification of routine immunisation (PIRI) activities, or innovative local
strategies that ensure individuals can receive routine immunisations for which they are overdue and eligible.
New routine introductions and campaigns should also be used as catch-up vaccination opportunities.
Countries are encouraged to integrate catch-up strategies into existing funding mechanisms such as HSS
and TCA. If catch-up populations are large and intended to be reached through routine immunisation (rather
than an explicit campaign), additional vaccines may need to be requested over time through Gavi's vaccine
dose adjustment process.

Immunisation services integration

The WHO 2020 Immunization Agenda 2030: A Global Strategy to Leave No One Behind recognises
that the success of immunisation programmes will increasingly depend on integration and collaboration
with stakeholders within and beyond the health sector. Gavi strongly encourages countries to adopt an
integrated approach to immunisation programming to ensure efficiency, promote equity and increase
access across the life course.



https://www.who.int/teams/immunization-vaccines-and-biologicals/strategies/ia2030
https://www.who.int/news-room/feature-stories/detail/10-key-issues-in-ensuring-gender-equity-in-the-global-health-workforce

Vaccine Funding Guidelines v ‘ o 6
2 Gavi support to introduce and scale up vaccines

@ Key resources and references

e \WHO: Immunization Agenda 2030: A global strateqy to leave no one behind

o \WHO: Working together: an integration resource quide for immunization services throughout the
life course

e WHO: Leave no one behind: guidance for planning and implementing catch-up vaccination

e Health Campaign Effectiveness Coalition: Decision Guidance Toolkit for People-Centered Integration
of Health Campaigns

e Gavi: COVID-19 Delivery Support (CDS) - Third Funding Window Guidelines

Countries should consider the following:

e Integration is a continuum rather than an all-or-none phenomenon: consider opportunities for integration
of specific components, such as joint planning and advocacy, mapping, community engagement,
training, budgeting, social mobilisation, set-up/preparations and other activities such as supervision,
monitoring, reporting, coverage surveys and co-delivery of vaccines as applicable.

e Opportunities to use other potential entry points for immunisations, including nutrition, mass drug
administration and school health programmes.

* Integrated campaign planning should identify joint activities and should be budgeted in one antigen
budget request or the other to demonstrate those synergies.

e Funding applications should indicate the specific components of the different programmes that will
be integrated.

e Countries can make use of the full range of Gavi support types, including Vaccine Introduction Grants
(VIGs), Switch Grants, Operational Cost grants (Ops), Partners’ Engagement Framework-Targeted Country
Assistance (PEF-TCA), HSS grants, EAF and COVID-19 vaccine Delivery Support (CDS). An integrated
approach to immunisation service delivery can lead to budget savings. Such savings could be redirected to
other activities aligned with improving coverage and reaching zero-dose children and missed communities.


https://cdn.who.int/media/docs/default-source/immunization/strategy/ia2030/ia2030-draft-4-wha_b8850379-1fce-4847-bfd1-5d2c9d9e32f8.pdf?sfvrsn=5389656e_69&download=true
http://apps.who.int/iris/bitstream/handle/10665/276546/9789241514736-eng.pdf?ua=1
http://apps.who.int/iris/bitstream/handle/10665/276546/9789241514736-eng.pdf?ua=1
https://www.who.int/publications/i/item/leave-no-one-behind-guidance-for-planning-and-implementing-catch-up-vaccination
https://campaigneffectiveness.org/wp-content/uploads/2021/04/HCE-Decision_Guidance-Tool-Campaign-Integration_HCE-6-16-21.docx.pdf
https://campaigneffectiveness.org/wp-content/uploads/2021/04/HCE-Decision_Guidance-Tool-Campaign-Integration_HCE-6-16-21.docx.pdf
https://www.gavi.org/news/document-library/cds-needs-based-window-programme-funding-guidelines
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2.3 Gavi support for new vaccine introductions, campaigns

and optimisation

Financial support

e Vaccine Introduction Grants (VIGs): Financial support

Gavi requires countries to

for countries to cover a share of the time-limited costs of g& co-finance a portion of
newly introducing a vaccine, intended to facilitate the timely vaccine cost to encourage
and successful introduction of new vaccines into routine domestic commitment towards creating
immunisation programmes. sustainable immunisation programmes.

e Operational Cost grants (Ops): Financial support to
cover a portion of the costs of a campaign intended to
facilitate the timely and effective delivery of vaccines to the

The exact co-financing requirement
depends on a country’s transition status
and the vaccine programme.

target populations. Operational support for campaigns must Please refer to the Gavi Application
reflect the elements outlined in section 2.4. Process Guidelines for further details

on co-financing requirements.

e Switch Grants: Financial support to cover a share of the
one-off costs to switch product, presentation, schedule or use.

Calculation of financial support for new introductions and campaigns and switches

Transition phase VIGs Ops grants
Initial self- US$ 0.80 per infant in the birth US$ 0.65 per
financing cohort (i.e. live births in the year of  targeted person

introduction) or a lump sum of
US$ 100,000, whichever is higher

Switch

US$ 0.25 per infant in the
birth cohort or a lump sum of
US$ 30,000, whichever is higher

Preparatory US$ 0.70 per infant in the US$ 0.55 per
transition birth cohort or a lump sum of targeted person
US$ 100,000, whichever is higher

US$ 0.25 per infant in the
birth cohort or a lump sum of
US$ 30,000, whichever is higher

Accelerated US$ 0.60 per infant in the US$ 0.45 per
transition birth cohort or a lump sum of targeted person
US$ 100,000, whichever is higher

US$ 0.25 per infant in the
birth cohort or a lump sum of
US$ 30,000, whichever is higher

Vaccine-specific rules

Some vaccine-specific rules for calculating VIGs, operational support for campaigns or switches apply:

* Preventive cholera campaigns: Operational support is calculated per dose rather than per
targeted person. Countries are expected to use, in particular, the second campaign round to conduct
integrated activities to reach under-immunised populations with other vaccines.

e Diphtheria, tetanus and pertussis (DTP)-containing vaccine boosters: Gavi will provide a
one-time VIG for each booster at US$ 0.80/0.70/0.60 (as per country co-financing phase) per targeted
child of the year of introduction, or a lump sum of US$ 100,000, whichever is higher.


https://www.gavi.org/news/document-library/gavi-application-process-guidelines
https://www.gavi.org/news/document-library/gavi-application-process-guidelines
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Vaccine-specific rules (continued)

¢ Hexavalent vaccine: Gavi will provide:

o a Switch Grant of US$ 0.25 per infant in the birth cohort or a lump sum of US$ 30,000, whichever
is higher for countries switching to hexavalent from pentavalent and inactivated polio vaccine (IPV);

o for countries switching to hexavalent from pentavalent and IPV that do not already have a DTP-
containing vaccine booster in the second year of life (2YL) a one-time VIG at US$ 0.80/0.70/0.60 (as
per country co-financing phase) per targeted child, or a lump sum of US$ 100,000, whichever is higher.

* HPVvaccine introductions: These are eligible for a VIG of US$ 2.40 per targeted girl in the routine
cohort or a lump sum of US$ 100,000, whichever is higher, regardless of the country’s transition phase.

* HPV vaccine switches: For eligible countries switching product or presentation of the HPV vaccine,
Gavi provides US$ 0.80 per targeted girl in the routine cohort or a lump sum of US$ 30,000,
whichever is higher.

* Malaria vaccine introduction: The VIG amount is calculated based on the subnational birth
cohort in the areas targeted for the vaccine introduction. Please refer to section 3.11 for more details
on the calculation.

¢ Measles or measles-rubella (MR) follow-up campaigns: Gavi provides flexibility for countries
requesting measles or MR follow-up campaign support to apply for Ops grants calculated based on
the national 9-59 month population, with the flexibility of the funds to be used for tailored strategies
(e.g. national campaigns, subnational campaigns or enhanced routine immunisation activities targeted
at reaching missed children). Differentiated use of funding for operational costs to reach zero-dose
children is expected. Please refer to section 3.12 of this publication.

Financial support

Gavi provides funding for other immunisation and health systems strengthening (HSS) activities, which
countries may use to improve vaccination activities’ efficiency, effectiveness and coordination. For more detail,
please review Gavi's Programme Funding Guidelines and discuss with your Gavi Senior Country Manager.

e Expanding cold chain capacity and logistics, including at subnational levels: Cold Chain Equipment
Optimisation Platform (CCEOP) funds.

* Improving surveillance capability to detect and quickly respond to outbreaks: HSS funds.
* Improving human resources capacity and management: HSS funds.

e Improving coordination and planning, including expanding the use of geographic information systems
(GIS) and other technologies: HSS funds.

* Implementing innovative strategies to identify and reach zero-dose children and missed communities:
Equity Accelerator Fund (EAF), also available through Operational Cost (Ops) grants.

e Technical assistance funding and support from the Vaccine Alliance and extended in-country partners:
Targeted Country Assistance (TCA) and Partners’ Engagement Framework (PEF) funds.

These funds are also accessible through the Full Portfolio Planning (FPP) process.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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2.4 Required considerations for countries requesting
campaign support

While routine vaccination is the core of the immunisation programme, campaigns are valuable in three main ways:

1. To accelerate disease control and fill immunity gaps where people are missed by routine immunisation
services or for diseases where there is no routine vaccine in use, thus decreasing the risk of outbreaks
(preventive campaigns).

2. To build population immunity rapidly for certain vaccines during introduction (catch-up campaigns).

3. To respond to an outbreak (reactive campaigns).

Within the specificities of the different types of campaigns and other supplementary immunisation
activities (SIAs), all efforts should be made to reach zero-dose children being consistently missed by routine
immunisation, strengthen equitable routine immunisation and increase overall coverage to reduce reliance
on follow-up campaigns.

Requirements for countries requesting support to conduct a campaign

(1) Countries should ensure that campaigns:

e are well-targeted and designed to reach zero-dose and under-immunised children and
underserved communities;

e are designed to integrate zero-dose and under-immunised children into the routine
system and to generate demand for a full course of vaccines;

e identify opportunities to strengthen health delivery systems; and
* mitigate any adverse impact the campaign may have on routine services.

(2) Countries should make use of opportunities for integration with other campaigns (as collaboration
or co-delivery), vaccine-related activities or health interventions at any stage, either fully or partially in
the planning, preparatory, implementation, delivery, and/or monitoring and reporting phases of the
campaign, to reduce the adverse impact on routine immunisation and increase cost-efficiencies.

(3) Countries should consider how campaign support will be complemented with targeted
and tailored approaches to raise routine immunisation coverage on an ongoing
basis (e.g. enhanced routine immunisation activities, child health days). Please refer to the
Programme Funding Guidelines for additional information on mobilising Gavi support.

(4) Countries should consider targeted delivery approaches as an alternative to nationwide activities
in cases where campaigns aim to fill specific immunity gaps. Section 3.12 on measles and MR
provides additional information on this.

Other examples of targeted delivery approaches include:

e periodic intensification of routine immunisation (PIRIs);
* expanding, introducing and re-introducing regular outreach sessions; and
e child health days, during which administered doses are recorded on a child’s routine vaccination card.

(5) Funding for operational costs should be used in a differentiated manner, as reaching zero-
dose children is likely to involve higher operational costs than those already receiving services.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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Importance of robust campaign planning,
implementation and monitoring

Countries must use the WHO SIA Planning and Implementation
Guide and the accompanying SIA Readiness Assessment Tool
(as is or adapted to country needs) to ensure high-quality
planning, preparation, implementation and monitoring.

The SIA Readiness Assessment Tool allows countries to assess
preparedness and ensure that all preliminary activities have
been conducted before the campaign. Countries must indicate
in their campaign plan of action how the tool will be used and
report on the assessment results to the Gavi Secretariat and
partners at the recommended intervals. If required, technical
assistance on using the tool can be requested from WHO.

Countries are recommended to consider using digital
technologies for real-time monitoring of immunisation
campaigns. Real-time monitoring includes activities that
employ digital technologies to accelerate the sharing, analysis
and use of data to improve campaign efficiency. It can enhance
the quality of campaigns by helping implementers review
progress against targets promptly, identify issues and gaps
quickly, track supplies, human resources and vaccine sessions,
and make prompt decisions about corrective actions.

Campaign reporting requirements

Countries benefiting from Gavi support for campaigns must
provide the following reporting elements to the Gavi Secretariat:

e SIA technical report: within three months after the
campaign was implemented

e Post-campaign coverage survey (PCCS): conducted
within three months and submitted within six months

e Reporting against agreed indicators in the monitoring
and learning plan: in line with agreed reporting timelines

00

@ Key resources and references

e \WHO quidance on Campaign
Integration (forthcoming)

e Health Campaign Effectiveness Coalition

e Health Campaign Effectiveness
Coalition: Decision Guidance Toolkit
for People-Centered Integration of
Health Campaigns

e WHO: SIA Planning and
Implementation Guide (EN | FR)

e WHO: SIA Readiness Assessment
Tool (EN | FR)

e WHO: SIA Readiness Dashboard
(EN I ER)

e Gavi: Using digital technologies for
real-time monitoring of supplementary
immunisation activities

e Gavi/UNICEF: Leveraging Geospatial
Technologies and Data to Strengthen
Immunisation Programmes (rapid
guidance for investment planning)

@ Key resources and references

e WHO SIA technical report template
(EN I FR)

e \WHO Vaccination Coverage Cluster
Surveys Reference Manual

e \WHO vaccination coverage survey
methods

e Checklist for PCCS report template,
using measles as an example
(to be adapted for other vaccines)?

e Gavi's Country Monitoring and
Learning (M&L) Guidelines

Annex 2 of these guidelines highlights
points to consider for PCCS supported
by Gavi.

2 ET. Cutts, M.C. Danovaro-Holliday, D.A. Rhoda; Challenges in Measuring Supplemental Immunization Activity Coverage Among Measles Zero-Dose Children, Vaccine,

Volume 39, Issue 9, 2021, Supplementary material; https:/doi.org/10.1016/].vaccine.2020.11.050.



https://www.who.int/publications/i/item/9789241511254
https://www.who.int/publications/i/item/9789241511254
https://campaigneffectiveness.org/
https://campaigneffectiveness.org/resources/decision-guidance-toolkit-for-people-centered-integration-of-health-campaigns/
https://campaigneffectiveness.org/resources/decision-guidance-toolkit-for-people-centered-integration-of-health-campaigns/
https://campaigneffectiveness.org/resources/decision-guidance-toolkit-for-people-centered-integration-of-health-campaigns/
https://www.who.int/publications/i/item/9789241511254
https://apps.who.int/iris/bitstream/handle/10665/330569/9789242511253-fre.pdf?ua=1
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-assessment-tool.xlsx?sfvrsn=f8811eb3_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-assessment-tool-fr.xlsx?sfvrsn=321ce740_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-dashboard.xlsx?sfvrsn=45e9f466_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-dashboard-fr.xlsx?sfvrsn=1aedc1c6_4
https://www.gavi.org/our-impact/evaluation-studies/using-digital-technologies-real-time-monitoring-supplementary-immunisation-activities
https://www.gavi.org/our-impact/evaluation-studies/using-digital-technologies-real-time-monitoring-supplementary-immunisation-activities
https://www.gavi.org/our-impact/evaluation-studies/using-digital-technologies-real-time-monitoring-supplementary-immunisation-activities
https://www.gavi.org/sites/default/files/evaluations/Leveraging-Geospatial-Technologies.pdf
https://www.gavi.org/sites/default/files/evaluations/Leveraging-Geospatial-Technologies.pdf
https://www.gavi.org/sites/default/files/evaluations/Leveraging-Geospatial-Technologies.pdf
https://www.gavi.org/news/document-library/m-mr-sia-technical-report-template
https://www.gavi.org/fr/actualites/librarie-de-documents/rapport-technique-pour-les-avs-contre-la-rougeole-ou-rougeole-rubeole
https://apps.who.int/iris/handle/10665/272820
https://apps.who.int/iris/handle/10665/272820
https://apps.who.int/iris/handle/10665/272820
https://apps.who.int/iris/handle/10665/272820
https://ars.els-cdn.com/content/image/1-s2.0-S0264410X20315036-mmc1.docx
https://www.gavi.org/sites/default/files/support/INSTRUCTIONS_Country-Monitoring-Learning-Guidelines_ENG.pdf
https://www.gavi.org/sites/default/files/support/INSTRUCTIONS_Country-Monitoring-Learning-Guidelines_ENG.pdf
https://doi.org/10.1016/j.vaccine.2020.11.050
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2.5 Gavisupport for vaccines optimisation and switches
Eligibility and requirements for vaccine switch requests elective and non-elective

Context and definitions

Several new vaccine options and alternative schedules have become available to Gavi-supported countries,
and more are in the pipeline. Vaccine portfolio optimisation refers to the opportunity or requirement for
a Gavi country to switch from the current vaccine product, presentation, schedule or use to more opportune
one(s) containing the same antigen.? Several of the vaccine programmes that Gavi supports offer a variety of
optimisation options.

This guidance is applicable to Gavi-eligible countries that have already introduced the Gavi-supported vaccine(s),
as well as to countries planning new introductions or campaigns supported by Gavi. It is also applicable to Gavi-
funded vaccines that might not be specifically funded in that country if the switch is programmatically justified.*

Vaccine options and potential optimisation impact for country programmes (2024)

Potential benefits

Vaccine optimisation options

Reduce = pegucecold 'MProveefficacy, oo Secure vaccine

PO chainspace  Sfeceness  coverage Reduce cost 5y qilability
Rotavirus vaccine* 12 ) o o o o
e O — - © © o o o
1PV N 2 2| o o o o o o
HPV vaccine EE o o o o
Pentavalentvaccine [ V]
Hexavelantvaccine || o o o o o
il - °
Yellow fever (YF) vaccine || o o o
Meningococcal vaccine |11 (/] (/]
Malaria [ 2| (] o o o
Mixed* o

. Products or presentations ‘ Schedules ‘ Use

* The above list of options may change due to regulatory updates. Please always consult Gavi's detailed product profiles list for the latest actual information.

** A country can choose to combine options, e.g. India using two rotavirus products
*** SAGE one-dose permissive recommendation

Note: Numbers indicated in the bars illustrate the number of different vaccine options available by-products or presentation (light green), schedules
(dark green) or use (blue). For definitions of products or presentations, schedules and use, please refer to the table in the subsequent section.

3 This definition excludes the case of interchangeable vaccines (e.g. pentavalent). Countries may receive the same presentation from different suppliers and this would not
constitute a switch.

4 For example, switching from measles-containing vaccine (MCV) in ten-dose vials to MCV in five-dose vials is supported also for countries that fully self-finance MCV.


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gavi.org%2Fnews%2Fdocument-library%2Fdetailed-product-profiles&data=05%7C02%7Crlefevre%40gavi.org%7Ca48af997465c4677804608dc860db5b3%7C1de6d9f30daf4df6b9d65959f16f6118%7C0%7C0%7C638532640666525198%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=dyKevECVPLyMS%2Fr10qRpT3a53pA9gJoTZ4QDsvhDPDk%3D&reserved=0
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Available vaccine presentations are described in the detailed product profiles on the Gavi website.

Definitions of vaccine programme prioritisation versus optimisation

Prioritisation Optimisation

The need for countries to assess For some The opportunity for countries to
which vaccine programme(s) to countries, savings assess new/alternative vaccine
invest in first when limited by from optimisation product(s), presentation(s) or
constrained country capacity, can expand schedule(s) or use(s) for their
resources or supply scarcity. prioritisation vaccine programmes and
switch to more opportune
one(s) based on the country
and market context.

Vaccine switch types and impact on countries and to market

Gavi support is offered for vaccines and dose schedules supported by WHO position papers and Gavi Board
decisions. There are several types of vaccine switches:

Vaccine switch types

Product switch Presentation switch Schedule switch Use switch
Changing to a vaccine Changing to a different Changing the dose schedule  Changing how the same
manufactured by a primary presentation —vial  of the same vaccine vaccine in the same
different supplier, and/ size, blow-fill-seal — and/ formulation is administered
or with a different or a different formulation
combination or strain (liquid versus lyophilised),
composition or delivery technology (pre-

filled syringes, patches)

Gavi aims to provide countries with the information and resources to enable evidence-based assessments of
optimisations in their vaccine programme while seeking to mitigate potential negative impacts on market
health. This can mean optimisation options may be constrained, in some situations, to preserve broader
market health.


https://www.gavi.org/our-alliance/market-shaping/product-information-vaccines-cold-chain-equipment
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Potential impact of vaccine switches on countries, market, Gavi partners and the Secretariat

) . .

! f:A Market \ Gavi Gavi _
@ Country iy health X partners Secretariat
» Financial » Supply security » Pandemic readiness » Vaccine cost

sustainability + Long-term + Strategic disease + Forecast accuracy
* Programmatic ease competition agendas « Penalty payments
» Cold chain capacity * Prices increase/ * Return on investment (volume agreements)

and costs decrease in innovations for low- « Risk mitigation
« Disease burden + Investmentin and middle-income
. Coverage innovations countries (LMICs)
. ; i * Advocacy and
« Supply securi * Market sustainability 1c
PPy R and attractiveness fundraising
Timing

Countries can assess alternative vaccine options and submit switch requests at any time. Typically, new
vaccine options become relevant when:

e countries update their national immunisation strategy;

* countries engage in Gavi's Full Portfolio Planning (FPP);

* countries move closer to transitioning out of Gavi or change phases within Gavi support;

e countries apply for new vaccine introduction or campaign support;

e changes in country context (new epidemiological data, fiscal space changes),

e supply availability changes;

* anew vaccine product/presentation prequalified by WHO offers advantages;

e changes in prices or wastage rates of available vaccines; and

e \WHO publishes new SAGE recommendations/position papers on dose schedules or use.
Depending on the context, a country’s change could either be elective (country’s choice, e.g. switches

requested to lower cost or to improve coverage) or non-elective (imposed by circumstances external to
the country®).

Regardless of the reason driving a switch, the country is invited to share what rationale drove the decision
to change product, presentation, schedule or use. Gavi will use this information to observe emerging trends
in country preferences and to inform current and future supply or product innovations.

Guiding principles

The first set of these principles applies to every switch decision, including non-elective switches mandated
by the Alliance to the country due to circumstances outside the country’s control. The second set applies to
elective switches only.

°> A country introducing with their second-preferred option will retain the possibility to switch to the first preferred option later.
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Principles applicable to all vaccine switches:

* The vaccines chosen must fit within the existing cold chain infrastructure. If multiple equivalent
options are available, the country is expected to select an option that can be accommodated without
substantial expansion of cold chain capacity. For example, a country with limited negative temperature
capacity should not choose a frozen vaccine unless it is the only option.

e To minimise the number of children missing doses of a recommended vaccine, country choices are
expected to align with product availability and to prioritise rapid implementation over “waiting for
the ideal product”.® For example, countries are encouraged to pick the second option if there is a supply
shortage of the most preferred option.

* To mitigate the risk of stock-out, wastage rate assumptions for the first year should align with WHO
estimates reflected in Gavi’s detailed product profiles. If otherwise, adequate evidence should be provided.

Principles applicable to elective switches:

 Elective switches are expected to result in a net benefit for the country. Countries should demonstrate
a positive impact on programme outcomes and/or programme sustainability and/or supply availability and
are asked to provide the evidence that underpinned their decision.

e To minimise disruptions to routine immunisation, Gavi advises the following:

o A minimum interval of 12 months between any introduction and switch — particularly when unforeseen
issues prevent the introduction of a country’s preferred vaccine at the start of a programme.

o Maintaining a 12-month gap between two switches involving the same antigen to ensure stability and
continuity in the immunisation process.

o Coordinating multiple switches to happen at the same time, encouraging synergies in implementation,
such as the consolidation of training events to cover all switches at once rather than holding separate
events for each.

This approach ensures a smooth rollout of the new programme, avoids the early introduction of another
option to prevent confusion and allows time to make informed adjustments from the initial experiences.
Requests for multiple switches of different vaccines to happen at the same time are encouraged (for
example, a simultaneous switch of rotavirus vaccine and pneumococcal conjugate vaccine), noting the
need for aligned process timelines and supply availability.

* In exceptional circumstances, countries may choose to switch only a part of the nationwide vaccine
volume to add a presentation type of the same vaccine product used in routine (for example, to
overcome HCWs' hesitancy to open a multi-dose vial with several doses, a country can request a single-
dose presentation to use in peripheral sites with low population density while keeping a multi-dose
presentation for high-density areas) or a second product with the same antigen.’

The above principles aim to strike a balance between being responsive to countries’ preferences, ensuring
that a switch’s inherent risks are sufficiently addressed and keeping the request and review processes lean.

6 A country introducing their second-preferred option will retain the possibility to switch to the first-preferred option later.
7 For example, India uses both Rotavac and Rotasiil in its national programme.
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Requirements

All elective or compulsory switch requests must be submitted via email to proposals@gavi.org with the
Gavi Senior Country Manager in copy. Switch requests can be submitted at any time.

Documents to provide:

© A Gavi switch request form
One form for each switch request,® including the following documents:

* An assessment of the switch impact: the benefits and trade-offs resulting from the switch
across financial, cold chain, disease burden, supply and programme implementation aspects must be
summarised in the “switch impact assessment” table on the form (see the “Forms, examples and
technical references” box at the end of this section for examples).

e Stock data to inform switch timing: the most suitable time to switch needs to factor in the
consumption of the old vaccine, if available, to ensure full use.

e Cold chain readiness: to confirm the availability of adequate cold chain capacity for switches with a
cold chain impact, such as increasing doses, changing vaccine presentations or changing vaccines.

* Financial sustainability: for all requests where there is a change in co-financing:

o submit a five-year scenario of how the switch will impact co-financing;®and

o inform the Ministry of Finance and copy them into the submission.

The Ministry of Health (or delegate) must sign the switch request form. If the switch increases the
co-financing amount(s), then the switch request form must also be signed by the Ministry of Finance.

© NITAG (or ICC) supportive recommendation
Required if the switch changes one or more of the following:

e dose schedule;

e target population; and

* vaccine composition that can affect effectiveness (strains/serotypes) or safety (e.g. live vaccine
or addition of preservative).

Optional for changes in:

e primary container (e.g. from ten-dose vial to five-dose vial);

e formulation (e.g. from lyophilised to liquid);

e cost factors (e.g. wastage rate, price per dose); and

e vaccines that are considered interchangeable in the Gavi detailed product profiles (e.g. pentavalent).

8 For two independent switches requested at the same time, please submit two independent switch forms, one for each, and a single switch budget form encompassing
both the Switch Grants, if requested.

° For switches of PCV, rotavirus and HPV vaccines, PATH's Vaccine Cost Calculators can be used.


mailto:proposals%40gavi.org?subject=
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© A switch implementation plan, including a short chronogram of key activities for the
proposed switch.

As per WHO guidance, the main areas that countries will need to plan for include:
e selecting the vaccine product, presentation, formulation, schedule and use;

e updating the national immunisation policy and schedule (if applicable);

e estimating and upgrading storage and cold chain capacity;

e updating the logistics management information system (LMIS);

e updating health information systems, including recording/reporting materials;
e consideration of catch-up immunisation strategy (if applicable);

* training and supervision of health personnel; and

e communicating with caregivers and communities.

O For switches that impact the vaccine schedule: a copy of the current child vaccination card or
Expanded Programme on Immunisation (EPI) calendar to inform independent reviewers about the
schedule changes a switch might trigger the need for additional visits.

© If the country requests a Switch Grant, the country must submit a budget in the standard
Gavi template (EN | FR).

Countries’ switch requests will be reviewed by the Gavi Secretariat in consultation with technical partners
and potentially with independent experts. The country will be notified of the updated implementation
timeline and/or dose calculations, and eligible grant amounts through a decision letter. Elective switch
requests should be submitted at least eight months before planned implementation to account
for supply planning notification.

Requesting additional technical assistance

In many cases, when a country needs to or chooses to change to a different option(s) or to integrate

a second option, Gavi offers support in the form of technical assistance and a Switch Grant. Technical
assistance from WHO, UNICEF and extended partners can be requested through Gavi, preferably in the year
before the switch decision-making.

Through the participation of Gavi/Targeted Country Assistance partners, Gavi funds tailored and
differentiated technical assistance in response to specific country needs. Please review your approved
technical assistance plan to assess whether the support required to implement a new vaccine is included.

Financial support for switches (Switch Grant)

For the implementation of the switch to be successful, countries will need to ensure that the required
funding is available. Planning for and securing these funds in advance will help to facilitate the process.
Depending on what option a country switches from, the implications of implementation complexity and
resources needed can vary considerably. Some switches may require less funding than others, depending on
country-specific opportunities for synergies with other planned events and how the switch can be feasibly
integrated into routine services.


https://www.gavi.org/news/document-library/gavi-budgeting-reporting-template
https://www.gavi.org/fr/actualites/librarie-de-documents/modele-du-budget-reporting-financier
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Gavi may provide support through a Switch Grant to facilitate the safe and effective transition to a new
product, presentation, schedule or use, and intends to cover a portion of its one-time investments.

As per WHO's Vaccine portfolio optimization quide: Assessing vaccine switch opportunities and planning for
implementation, possible costs to consider when estimating funding needs for the switch include the following:

1. Workshop to review/adapt the existing training modules, guides and communication support.

2. National-level kick-off meeting to ensure all government departments are informed, involve stakeholders
to support the switch, update the national policy, etc.

3. Revision, production and distribution of tools, including printing child health cards, immunisation forms,
vaccine stock forms, guidelines and procedures.

4. Briefing of national and regional level facilitators.

5. Updating logistics/health management information systems (LMIS/HMIS) electronic tools, systems and
registries with the new product information.

6. Training and supervising all relevant health personnel at all levels for each switch, including refresher training.

7. Social mobilisation and communication. For example, a schedule change requires informing mothers to
bring back their children later than the recent norm.

8. Programme monitoring and evaluation, including immediate post-switch supervisory or monitoring visits
to identify and resolve issues affecting the switch.

Further guidance on the eligibility of support is provided in Gavi's Budget Eligibility Guide (EN | ER).

Switch Grant requests should be submitted jointly to the switch request form using the standard Gavi
template (EN | FR). All Switch Grant requests will be subject to review.

For countries in accelerated transition, applications for Switch Grants need to be submitted and approved
before countries transition into fully self-financing, with the Switch Grant able to be used beyond the transition
date. In general, the Switch Grant is not intended for investments that take longer than approximately six
months to implement.

In the case of a compulsory switch with delayed introduction due to supply scarcity, a Switch Grant will be
limited to cover unrecoverable expenses from the VIG. For example, if a country has printed training materials
for one presentation that has become unavailable, the country may access a Switch Grant to finance the
printing of materials for the new vaccine presentation.

Switch follow-up requirements

1. Countries should plan to use the full stock of the current presentation before implementing the switch
to the new one to minimise waste as far as feasible (except for partial switches).

2. Countries must report the actual switch date to the Gavi Senior Country Manager within a year of the
approval of the switch request.

3. Countries should implement the approved switch to different vaccine products, presentations, schedules
or use in a timely fashion and no later than two years after approval.


https://www.gavi.org/news/document-library/gavi-budget-eligibility-guide
https://www.gavi.org/fr/actualites/librarie-de-documents/guide-deligibilite-budgetaire-de-gavi
https://www.gavi.org/news/document-library/gavi-budgeting-reporting-template
https://www.gavi.org/fr/actualites/librarie-de-documents/modele-du-budget-reporting-financier
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Checklist of required documents to submit (check off prepared documents)

Switch request form, signed by the Ministry of Health
NITAG recommendation or inter-agency coordinating committee (ICC) endorsement
Switch implementation plan with a chronogram of key activities

Budget for Switch Grant (if this financial support is requested)

0O 00 40gd

Five-year co-financing scenario' (only if co-financing changes)

A tailored checklist of required documents can be found at the top of each vaccine section.

@ Forms, examples and technical references

e Gavi switch request forms (generic, IPV-specific, MCV-specific, Hexavalent-specific and HPV multi-
purpose forms)

e Example of Gavi switch request form

e Example of Gavi switch implementation plan'

e Framework to inform vaccine selection or switch impact assessment, with examples

2.6 Support to middle-income countries (MICs)

In December 2020, the Gavi Board approved a new approach to engaging with middle-income countries
(MICs) in the Gavi 5.0 strategic period: the “MICs Approach”. Serving as a key tool for addressing threats to
the equity and sustainability of routine immunisation programmes, the MICs Approach contributes to Gavi’s
overall vision of leaving no one behind with immunisation and has two overarching objectives:

1. to prevent backsliding in vaccine coverage in former Gavi-eligible countries; and

2. to drive the sustainable introduction of key missing vaccines in both former and select never-Gavi-
eligible countries.

Countries eligible under the MICs Approach include all former Gavi-eligible countries, never Gavi-

eligible lower-middle-income countries and additional International Development Agency (IDA)-eligible
economies. Through the MICs Approach, Gavi provides support at a regional and global level to address
the systemic issues that stand in the way of sustainable and equitable new vaccine introductions, alongside
tailored support in response to country-specific needs in line with the MICs Approach objectives. This
includes support to mitigate backsliding in a select group of former Gavi-eligible countries that have seen
significant and sustained reductions in vaccine coverage, as well as country-specific support to drive the
sustainable and equitable introduction of pneumococcal conjugate vaccine, rotavirus vaccine and human
papillomavirus vaccine.

' As per PATH's Vaccine Cost Calculators, available for human papillomavirus vaccine, pneumococcal conjugate vaccine and rotavirus vaccine.

" Adapted from the action plan developed by EPI Cameroon in 2022.


https://www.path.org/programs/center-for-vaccine-innovation-and-access/vaccine-cost-calculators-resources-inform-immunization-decision-making/
https://www.gavi.org/news/document-library/gavi-switch-request-form
https://www.gavi.org/news/document-library/example-gavi-switch-request-form
https://www.gavi.org/news/document-library/example-switch-implementation-plan
https://www.gavi.org/news/document-library/framework-inform-vaccine-selection-switch-impact-assessment
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Documentation specifically required for vaccine support requests

In addition to the below specific supporting documentation required for vaccine applications, all vaccine
applications need to include:

e An implementation plan in the form of a New vaccine introduction plan (NVIP), plan of action (PoA) or
switch plan, as specified below. These documents can be combined (e.g. when support for both a routine
introduction and a campaign/SIA is requested);

e A workplan (using the Gavi template provided online);
e |If applicable, a completed targeted areas sheet (i.e. in the case of sub-national introductions/campaigns);
e Detailed budget;' and

e Endorsements, as per above.?

Required documents for vaccine support requests

Vaccine programme Routine Campaign

e Multi-year POA and macroplan
e Hotspot analysis (workbook and report)

e Reports from three most recent preventive
Cholera © N/A and/or reactive campaigns (if applicable)

e National Cholera Control Plan (strongly
recommended for first application, required
for subsequent applications)

Cholera diagnostic

e Cholera diagnostic application form N/A
support ©
COVID-19 © e COVID-19 Dose Request Form e COVID-19 Dose Request Form
Diphtheria, tetanus and ¢ New vaccine introduction plan
pertussis (DTP)-containing . Ministry of Education signature for school- N/A
boosters © based strategies

¢ Standard vaccine application

Ebola © N/A * PoA (narrative and workplan)

¢ NITAG recommendation and ICC endorsement

. . * New vaccine introduction plan
Hepatitis B birth dose © _ o N/A
 Vaccine activities workplan

Hexavalent vaccine © e Hexavalent switch form N/A
e HPV vaccine workplan and budget *For HPV: multi-aged cohort (MAC)
e HPV vaccine implementation plan « HPV vaccine workplan and budget
Human papillomavirus * HPV region profile e HPV vaccine implementation plan
(HPV) © e Ministry of Education signature for school- « HPV region profile

based strategies
e Ministry of Education signature for school-

based strategies

" Except for Gavi standard countries.
2For vaccine requests that do not result in a co-financing requirement for countries, Gavi will accept evidence
that the Ministry of Finance has been informed, in lieu of Ministry of Finance signature.


https://www.gavi.org/news/document-library/multi-year-plan-action
https://www.gtfcc.org/resources/
https://www.gtfcc.org/wp-content/uploads/2020/11/gtfcc-interim-guiding-document-to-support-countries-for-the-development-of-their-national-cholera-plan.pdf
https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/standalone-vaccine-application-template-instructions
https://www.gavi.org/news/document-library/ipv-switch-form
https://www.gavi.org/news/document-library/hpv-workplan
https://www.gavi.org/news/document-library/hpv-implementation-plan
https://www.gavi.org/news/document-library/hpv-region-profile
https://www.gavi.org/news/document-library/hpv-workplan
https://www.gavi.org/news/document-library/hpv-implementation-plan
https://www.gavi.org/news/document-library/hpv-region-profile
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Required documents for vaccine support requests (continued)

Vaccine programme

Human rabies vaccine for
post-exposure prophylaxis

©

Routine

e Human rabies vaccine introduction plan
(HRVIP)

Vaccine activities workplan

Campaign

N/A

Inactivated polio ©

Inactivated polio vaccine (IPV) switch form
(when requesting IPV second dose routine
introduction)

e Plan of action

Japanese encephalitis ©

e New vaccine introduction plan

¢ Plan of action

e New vaccine introduction plan with details

Malaria © on a phased approach and subnational areas ~ N/A
with the highest burden and need
e New vaccine introduction plan e Plan of action
e Annual Expanded Programme on Immunistion e Annual EPI plan with measles and rubella
Measles (EPI) plan with measles and rubella activities activities (as part of joint appraisal process)

Measles-rubella ©

(as part of the joint appraisal process)

Measles-containing-vaccine first-dose (MCV1)
domestic financing commitment (if not yet
financing domestically)

* MCV1 domestic financing commitment (if not
yet financing domestically)

Meningococcal ©

Meningococcal A conjugate vaccine
(MenACV)

e New vaccine introduction plan

e Plan of action (can be merged with NVIP)
® Risk assessment report

e Catch-up campaign targeting: areas and target
population per district or region where the
catch up will be conducted, disaggregated by
year since the preventive campaign, including
the source.

Multivalent meningococcal conjugate
vaccine (MMCV)

e Switch form (for switches from MenACV
to MMCV)

Pneumococcal ©

e New vaccine introduction plan

e Plan of action as part of NVIP

Rotavirus ©

e New vaccine introduction plan

N/A

Typhoid ©

e New vaccine introduction plan

¢ Plan of action

e Typhoid data guidance (see Tables 1 and 2)

e New vaccine introduction plan

e Plan of action
* Risk assessment report

e EYE strategy implementation plan
(recommended)

¢ Yellow fever diagnostics application form

e Director of national YF laboratory signature

N/A



https://www.gavi.org/news/document-library/ipv-switch-form
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/typhoid-data-guidance-gavi-application
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/yellow-fever-diagnostics-application
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3.1 Oral cholera vaccine
- PREVENTIVE CAMPAIGNS

Vaccine-specific mandatory application attachments

ii? Access full
- . library of Gavi
() Multi-year plan of action \3 guidelines

(J Priority Areas for Multisectoral Interventions (PAMI) for cholera
control analysis

Detailed

(] National cholera control plan (strongly recommended for first .
product profiles

application, required for subsequent applications)

(] Reports from three most recent preventive and/or reactive
campaigns (if applicable)

See section below for definitive list of required and recommended application materials

WHO recommendations

The Global Task Force on Cholera Control’s (GTFCC) Ending Cholera: A Global Roadmap to 2030 relies
on a multi-sectoral approach, including the use of oral cholera vaccine (OCV), surveillance and reporting;
community engagement; health systems strengthening (HSS); leadership and coordination; and water,
sanitation and hygiene (WASH).

Cholera vaccination is a cholera prevention and control measure that can be implemented in the short to
medium term, while complementary interventions focused on expanding sustainable access to other primary
prevention measures, including safe water and sanitation, are put in place.

WHO recommends that OCV be used in areas with endemic cholera; in humanitarian emergencies with a
high risk of cholera; and during cholera outbreaks. The vaccines should always be used in conjunction with
other cholera prevention and control strategies.

@ Key resources and references

e Cholera vaccines: WHO position paper — Augqust 2017
e GTFCC guidance on OCV use
e GTFCC: National Cholera Plan Development

e GTFCC: Guidance and tool for countries to identify priority areas for intervention

o World Health Organization vaccination coveraqe cluster surveys: reference manual



https://www.gavi.org/news/document-library/multi-year-plan-action
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control
https://www.gtfcc.org/wp-content/uploads/2020/11/gtfcc-interim-guiding-document-to-support-countries-for-the-development-of-their-national-cholera-plan.pdf
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.gtfcc.org/
https://www.gtfcc.org/about-gtfcc/roadmap-2030/
https://www.who.int/teams/immunization-vaccines-and-biologicals/policies/position-papers/cholera
https://choleraoutbreak.org/book-page/section-9-oral-cholera-vaccine
https://www.gtfcc.org/wp-content/uploads/2020/11/gtfcc-interim-guiding-document-to-support-countries-for-the-development-of-their-national-cholera-plan.pdf
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control/
https://apps.who.int/iris/handle/10665/272820
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Available Gavi support This guideline does not

@ cover reactive campaigns
Gavi provides support for the preventive and reactive for outbreak response: Gavi
(emergency) use of OCV, including vaccine and operational provides support for the OCV stockpile
costs. Preventive cholera vaccination campaigns are supported managed by the ICG. Emergency requests
in areas with a high and persistent cholera disease burden. for outbreak response vaccination

campaigns can be submitted to the ICG.
To access outbreak response support for
cholera, countries should contact the ICG
Secretariat (email: ICGSecretariat@who.int).

The following guidance pertains only to preventive
OCV campaigns.

Key considerations for preventive campaigns

* Target population: All persons at least one year of age are eligible to be included in preventive OCV
vaccination campaigns. Pregnant and lactating women and HIV-infected individuals should be included, as
per the detailed recommendations on vaccination of special populations (HIV-infected persons, pregnant
and lactating women, and prison and other closed institutions) provided in the WHO cholera position paper.

e Dose spacing and campaign scheduling: Gavi supports the provision of two doses of cholera
vaccine following the SAGE recommendation, which is normally administered with a spacing of 14 days.
However, programmatic variations in campaign scheduling may occur, resulting in a longer interval of
time before the administration of the second dose (e.g. as a result of logistical constraints to organise the
delivery of the second dose). Countries should include the rationale for the proposed scheduling in the
plan submitted to Gavi, which should follow SAGE recommendations.

e Co-administration: As cholera vaccines can be co-administered with other injectable or orally
administered vaccines (e.g. polio vaccines), capitalising on opportunities to integrate OCV with other
immunisation activities with overlapping target populations is recommended.

e Strengthening routine immunisation and reaching missed communities and zero-dose
children: OCV campaigns inherently target vulnerable populations and those who may not easily access
routine health services. It is strongly recommended to use OCV campaigns to identify, refer and/or reach
zero-dose and under-immunised children, adolescents and adults with other vaccines, especially in the
second vaccination round (see illustrative activities below). The identify, reach, monitor, measure and
advocate (IRMMA) framework provides further guidance on approaches and interventions that can be
used to increase vaccination coverage among these groups.

e Water, sanitation and hygiene (WASH) and other health intervention integration: Opportunities
to integrate short-term WASH interventions and/or other health activities and campaigns should be
described in the application (see the following illustrative activities), including specific activities that will be
conducted concurrently with OCV campaigns. Other funding sources to support the implementation of
these activities should be identified in the detailed budget submitted as part of the application.

e Diagnostics: Gavi currently supports procurement of rapid diagnostic tests (RDTs) for cholera to
strengthen surveillance-based evidence to inform targeted preventive cholera vaccination campaigns.
Countries that have been approved and introduced cholera RDTs with Gavi support are strongly
recommended to use the improved cholera surveillance data (in-line with GTFCC reporting guidance)
to drive decision-making, including contributing to PAMI identification, guiding vaccine targeting in
applications to Gavi for pOCV, and — as appropriate — providing the rationale for re-phasing of PAMIs for
pOCV vaccination. In the future, Gavi will expect that country applications for Gavi funding support for


https://www.who.int/teams/immunization-vaccines-and-biologicals/policies/position-papers/cholera
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preventive OCV campaigns use data from routine cholera testing, where available, to substantiate plans
on where such campaigns should be conducted.

For countries that are interested in submitting a pOCV application and have not yet applied for diagnostic
support, they are encouraged to review the guidelines below on cholera diagnostics support as this may
be complementary to cholera control efforts in-country. Applications for diagnostics and vaccines may

be submitted independently, i.e. a country may apply for pOCV without seeking diagnostics support and
vice versa.

e Annual adjustments: On an annual basis, small changes to the following year’s detailed operational
plan and budget may be requested as long as these changes remain within the overall dose and budget
ceilings approved. This annual review and approval process can include changes required to the detailed
plan that do not substantially change the scope of the plan, for example, the need to shift the timing of
preventive vaccination activities due to a cholera outbreak.

e Co-financing requirements: There is no co-financing requirement for preventive campaigns
implemented in a specific geographic area for the first time. Co-financing requirements for periodic
preventive vaccination, subject to Gavi Board approval, will only apply if and when a country over-relies
on vaccination as a cholera control strategy and frequent, periodic, preventive vaccination campaigns are
implemented in the same geographic area in a narrow window of time (i.e. less than three years from the
previous preventive campaign). At the time of application, further flexibilities and requirements for co-
financing may apply, per Gavi's co-financing policy.

Opportunities to integrate other immunisation and health activities into OCV campaigns

e Check routine immunisation (RI) vaccination status.
First OCV e Enumerate missed populations.

dose e Assess the reasons for non-vaccination and barriers to immunisation.

e Plan for integrating other vaccines or public health interventions into
second round of campaign.
Inter-dose R

iod Plan delivery strategies to reach missed communities and individuals.
perio

e Plan for bringing zero-dose children reached through campaigns into RI.

e Deliver other vaccines and/or other public health interventions (e.g. PIRI and
integrated outreach activities, WASH, malnutrition screening, integration of
other campaigns such as vitamin A or bed-net delivery).

Second
OCV dose

e Link missed communities to Rl systems.

e Use surveys to identify populations missing vaccines, reasons for non-
Post- vaccination and barriers to immunisation.
campaign e Integrate delivery strategies used for reaching missed communities
and RI and learnings into regular budgeted immunisation activities for the
geographical region.




Vaccine Funding Guidelines
3.1 Oral cholera vaccine

Oral cholera vaccine preventative application requirements

Item

NITAG, ICC and
MoH endorsement

Instructions

Requirement

Priority Areas for
Multisectoral Interventions
for cholera control
analysis ©

There should be no more than 3 years elapsed
between the last year of data used for PAMI
identification and pOCV submission. A longer
delay may be acceptable on a case-by-case
basis if duly justified (e.g. if a country can
document that there would be no change in
PAMIs should an update be performed).

Prior to any application, countries must identify Priority Areas for
Multisectoral Interventions (PAMIs) for cholera control using the GTFCC
method and document this analysis in a report following the GTFCC
template report.

Upon completion of PAMIs identification, countries should request the
GTFCC to perform a PAMI review and will then receive a GTFCC PAMI
review report.

The GTFCC PAMI review report, the PAMI identification report and the
filled GTFCC PAMI Excel tool should be attached to the application.

Vaccine prioritisation

Countries are strongly recommended to prioritise a subset and
sequence the order of PAMIs within which OCV will be used preventively
as a cholera control intervention among other multi-sectoral interventions
— particularly if a large proportion of the total population was covered in
the PAMI identification stage.

It is optional but encouraged to use the GTFCC vaccine prioritisation
tool as a basis to quantitatively score PAMIs for OCV prioritisation.

Optional but
encouraged

Multi-year plan of action ©

The primary document in the OCV application is the multi-year plan of
action, which includes a preventive vaccination plan for up to five years.
The multi-year plan of action should detail the rationale for selecting
areas for preventive vaccination based on the PAMI analysis and the
rationale for the proposed timing of vaccination in these areas, as well as
a description of the implementation strategies. A macro plan and budget
for the entire period of the plan is required at the time of application.

Operational Cost budget ©

Gavi provides financial support for preventative cholera vaccine
campaigns through Ops grants. Countries are eligible to apply for up to
US$ 0.65/0.55/0.45 per dose based on transition status. The operational
budget should show the budget for the full multi-year period.

The Gavi Ops budget Excel must be completed in line with
Programme Funding Guidelines and the Budget Eligibility Guide.

Gavi Support Detail ©
Costed workplan and
targeted areas tabs only.
The link shows an example template; for
the application please request a populated

subnational template from the Senior
Country Manager

Completion of:

¢ One row of the costed workplan to summarise the total requested Ops
budget and one sentence summary of use.

¢ One column within the targeted areas tab to simply flag within which
sub-national areas pOCV campaigns are proposed.

More details here — highlighting that only the details listed in this table
need to be completed.

Cholera diagnostics
standalone
application form ©

(if not already applied for)

Option to apply for Gavi support for procurement of cholera rapid
diagnostic tests (RDTs) under the Gavi Board-approved diagnostics
initiative. This support aims to facilitate access to cholera RDTs for timely
testing for monitoring ongoing cholera incidence and supporting rapid
identification of probable cholera outbreaks and monitoring of active
outbreaks. This aims to enable more effective and efficient oral cholera
vaccine (OCV) use — particularly for preventative campaigns — by helping
build an evidence base of affected areas and trends in cholera transmission
(i.e. number of suspected cholera cases, number of cases subjected to
testing, number of positive test results from confirmatory testing, etc.).

Optional



https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control/
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control/
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control/
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control/
https://www.gtfcc.org/resources/identification-of-priority-areas-for-multisectoral-interventions-pamis-for-cholera-control/
https://www.gavi.org/news/document-library/cholera-multi-year-plan-action
https://www.gavi.org/news/document-library/cholera-multi-year-plan-action
https://www.gavi.org/news/document-library/gavi-budgeting-reporting-template
https://www.gavi.org/news/document-library/gavi-budgeting-reporting-template
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/news/document-library/gavi-budget-eligibility-guide
https://www.gavi.org/news/document-library/example-gavi-support-detail-template
https://www.gavi.org/news/document-library/example-gavi-support-detail-template
https://www.gavi.org/sites/default/files/support/guidelines-2023/INSTRUCTIONS_Gavi-Support-Detail_ENG.pdf
https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.gavi.org/news/document-library/cholera-diagnostics-application

Vaccine Funding Guidelines 0 6
3.1 Oral cholera vaccine

Planning for Gavi support

Please refer to “Overview of process” to understand the steps for planning, application review and
implementation factoring in that development of an application (planning) will likely take six months or
more depending on status of PAMI identification, and that there are fixed Independent Review Committee
review windows each year (application review) meaning that launch of the first campaign (implementation)
may occur approximately 12 months after initial application submission.

Campaign Operational Cost grants (Ops): Gavi provides financial support for preventive cholera vaccine
campaigns through Ops. Countries are eligible to apply for up to US$ 0.65/0.55/0.45 per dose based on
transition status.

Technical assistance: In addition to Gavi Ops grant, there are the following sources of technical and
financial support:

e The GTFCC and its member institutions can provide technical assistance to countries according to their
needs for PAMI analysis, application development, and campaign planning and implementation. For
further information, please contact the GTFCC OCV Focal Point (GTFCCsecretariat@who.int).

* In addition, the Country Support Platform (CSP), hosted by the International Federation of the Red
Cross, has been established to support cholera-affected countries: in the development of a national
cholera plan and a multisectoral coordination mechanism to align government, national actors, GTFCC
partners and key stakeholders towards a shared strategy; to mobilise resources towards the funding needs
identified in their national cholera plans; and, in the provision of multisectoral technical support and
capacity building for the formulation and the implementation of their national cholera plans and cholera
vaccination plans. For further information, please contact the CSP (countrysupportplatform@ifrc.org) or
the Gavi Cholera Programme Manager.

e Countries are also eligible to request Targeted Country Assistance (TCA) under Gavi's Partners’
Engagement Framework (PEF) through the multi-year planning process to support cholera campaign
planning, implementation and monitoring. For further information, please contact your Gavi Senior
Country Manager.


mailto:GTFCCsecretariat%40who.int?subject=
mailto:countrysupportplatform@ifrc.org
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Overview of process

Planning - Cholera Hotspot Analysis

- National Cholera Control PL TAsupport
H ational Cholera Control Plan
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Application :
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Implementation .
P g"‘:\" Gramntnt Vaccine allocation & TA support
fund disbursement shipment planning GTFCC, CSP,
TCA, other
partners

Campaign planning

Campaign
implementation,
monitoring &
evaluation

Reporting requirements

* Please refer to reporting requirements detailed in section 2.4 “Campaign reporting requirements”.
Note that a post-campaign coverage survey (PCCS) is required for all campaigns.

* In addition, countries are requested to submit a report to WHO within one month after each round of the
campaign.
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3.1.1 Cholera diagnostics support

Access full
This support aims to facilitate access to cholera rapid diagnostics iiE\ gz:g;{isisGaVI
tests (RDTs) for timely testing and rapid determination of probable
cholera cases. This aims to enable more effective and efficient oral
cholera vaccine (OCV) use — particularly for preventative campaigns —
by helping build an evidence base of affected areas and trends in

cholera transmission.

@ Key resources and references

e GTFCC's public health surveillance for cholera — 2024 Guidance document

Detailed
product profiles

e Target product profile for a rapid diagnostic test for surveillance of cholera outbreaks

e Gavi: RDT guantification tool

e UNICEF Supply Catalogue Cholera Kits

e Country implementation readiness checklist for cholera diagnostic support

Available Gavi support

Gavi support for cholera diagnostic test procurement is currently focused on RDTs. Cholera diagnostic
procurement support is provided to allow more timely testing of suspected cholera cases to inform
cholera control and prevention activities, including — but not limited to — preventative or outbreak OCV
vaccination efforts.

All countries eligible for Gavi's new vaccine support may apply. Gavi cholera diagnostic procurement funding
support is expected to be particularly helpful for countries considering or intending to conduct preventative
OCV (pOCV) campaigns. Diagnostic testing results should help inform decisions on whether, where and
when to conduct such campaigns.

Planning Gavi support

Gavi-supported cholera diagnostics will be procured via the UNICEF Supply Division. Self-procurement of
alternative RDTs or procurement via other mechanisms is not possible for Gavi-funded cholera diagnostics.
Countries may choose to procure additional RDTs on top of Gavi-approved volumes (at their own expense
and independent of Gavi requirements).

The designated consignee will be responsible for the customs clearance, insurance, handling and storage upon
arrival, as well as transport from the delivery location to storage locations, and distribution to lower levels.


https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.gtfcc.org/resources/public-health-surveillance-for-cholera/
https://www.finddx.org/wp-content/uploads/2024/04/20240403_tpp_surveillance_cholera_FV_EN.pdf
https://www.gavi.org/news/document-library/cholera-quantification
https://supply.unicef.org/all-materials/in-vitro-diagnostics-tests/cholera-kits.html
https://www.gavi.org/news/document-library/cholera-dx-implementation-readiness-checklist
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Scope of support for RDTs

Gavi will provide funding for purchasing RDTs to help facilitate timely testing and rapid determination of
probable cholera cases and to inform cholera and prevention activities, including — but not limited to —
preventative or outbreak OCV vaccination efforts.

A suggested methodology to calculate the number of RDTs a country may need is provided in the application
form and accompanying Excel sheet.

It is noted that the total volumes, and corresponding financial cost, of RDTs approved for Gavi support
represent an upper limit and, if in-year testing requirements are lower than expected, countries are strongly
encouraged not to request the full volumes of RDTs approved to be delivered by UNICEF's Supply Division —
through in-year communication with UNICEF.

It is understood that the testing requirement may evolve over time, e.g. as capacity increases or as the
cholera burden decreases. The initial country application will identify the number of RDTs expected to be
required in the first year, with subsequent annual renewals allowing revised estimates of RDT testing volumes
based on new experience and information.

Financing and financial sustainability

While no cost-sharing requirement is requested in the current window of support (i.e. until the end of 2025),
a cost-sharing requirement will eventually be introduced for cholera diagnostic tests. This cost-sharing will
not come into effect until at least 2026. More information will be provided by your Gavi Senior Country
Manager (SCM) as it becomes available.

To ensure long-term financial sustainability, countries will be expected to eventually contribute some of their
resources and gradually assume full responsibility for funding cholera diagnostics.

Operational funding

Operational funding for the introduction or expansion of cholera diagnostic funding is not available
through this mechanism. The revision of surveillance guidelines, training, development of reporting tools and
distribution of cholera RDTs should be funded through other means.

Illustrative sources of technical and financial support:

e Gavi Health System Strengthening (HSS) funding can be used to support surveillance and laboratory capacity
through national plans focusing on achieving and maintaining high immunisation coverage and addressing
underlying equity challenges. For further information, please contact your country’s Gavi Secretariat SCM.

e Countries are also encouraged to request Targeted Country Assistance (TCA) under Gavi's Partners’
Engagement Framework (PEF) to support cholera diagnostics and surveillance strengthening and
vaccination campaign planning, implementation and monitoring. For further information, please contact
your country’s Gavi Secretariat SCM.

e The GTFCC and its member institutions can provide technical assistance to countries according to their
needs for Priority Areas for Multisectoral Intervention (PAMI) analysis, surveillance and information system
strengthening, and reporting. For further information, please see the GTFCC website and contact the
GTFCC Focal Point (GTFCCsecretariat@who.int).



https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.gavi.org/news/document-library/cholera-quantification
https://www.gavi.org/sites/default/files/support/Gavi_Budget_Eligibility_Guide.pdf
https://www.gavi.org/sites/default/files/support/TCA-guidelines.pdf
https://www.gtfcc.org/
mailto:GTFCCsecretariat@who.int
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* |n addition, the Country Support Platform (CSP) supports cholera-affected countries: in the
development of a national cholera plan through a multisectoral coordination mechanism to align
government, national actors, GTFCC partners and key stakeholders towards a shared strategy; in
the mobilisation of resources towards the funding needs identified in their national cholera plans;
and, in the provision of multisectoral technical support and capacity building for the formulation and
the implementation of their national cholera plans. For further information, please contact the CSP
(countrysupportplatform@ifrc.org) or the Gavi Cholera Programme Manager.

Guidance and requirements
Requirements

e Completed cholera diagnostic application form

e Signatures required to endorse the request before submission to Gavi:

o Minister of Health (or delegated authority)

o Evidence that the Ministry of Finance has been made aware (e.g. through stamped reception of the
Ministry of Health application to Gavi)

NOTE: The signature of the Ministry of Finance (or their delegated authorities) is recommended but not
required. Evidence that the Ministry of Finance has been made aware is required to ensure government
awareness of its responsibility for the funding of cholera diagnostics in the medium-to-long term.

Reporting

The country should report information on cholera testing activity, as well as suspected and confirmed cholera
case counts, to the WHO. This reporting should be completed in line with technical recommendations on
reporting and using templates available from the GTFCC guidance on the GTFCC website. This includes
reporting the number of suspected cholera cases, the number of cases tested (stratified by testing method),
the number of positive tests and the number of cholera deaths. To simplify reporting and avoid duplication,
Gavi will rely on information from the WHO to inform future decisions on whether to renew cholera
diagnostic funding procurement support for individual countries. Countries may also be asked to provide
information on cholera diagnostic testing through surveys. Gavi expects that (i) future renewal requests

for cholera diagnostic equipment, and (ii) future applications for preventative OCV support should reflect
improved diagnostic capabilities and reporting. In the future, Gavi may require that country applications for
Gavi funding support for preventive OCV campaigns use data from routine cholera testing to substantiate
plans on where such campaigns should be conducted.


mailto:countrysupportplatform@ifrc.org
https://www.gavi.org/news/document-library/cholera-diagnostics-application
https://www.gtfcc.org/wp-content/uploads/2023/02/gtfcc-interim-cholera-regional-and-global-reporting-technical-recommendations.pdf
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2 ROUTINE INTRODUCTION
< ROUTINE INTRODUCTION WITH CATCH-UP CAMPAIGN
-> CATCH-UP CAMPAIGN

Vaccine-specific mandatory application attachments Access full
iiik library of Gavi

(] COVID-19 dose request form, including the Ministry of Health’s signature T
guidelines

() Evidence that the Ministry of Finance has been made aware (e.g. through
stamped reception of the COVID-19 dose request form to Gavi)

Detailed
product profiles

Programme overview

Gavi provides support for the introduction of the COVID-19 vaccine into the routine immunisation
schedule, with or without an initial catch-up campaign, as well as separate catch-up
campaigns. All COVAX Advance Market Commitment (AMC) 92 countries are eligible for support;
however, AMC 37 countries are eligible for 50% support for 2024 and 2025.

@ Key resources and references

o WHO Sage Roadmap for prioritizing uses of COVID-19 vaccines

e \WHO COVID-19 situation reports

Target population guidance
e High-priority user groups (as defined by SAGE), including older adults, immunocompromised people,
pregnant persons, adults with comorbidities and healthcare workers. Paediatric and adolescent COVID-19

vaccines in 2024-2025 will be supported only for immunocompromised individuals.

e Adults (12 years and over).

Key considerations for Gavi support and requirements
e Support objectives for the introduction and scale-up of vaccines:
1. Support acceleration of vaccination of high-priority user groups (as defined by SAGE).
2. Support rapid delivery scale-up to reach country targets for adult vaccination (12 years and over).

3. Introduction of the vaccine into the routine immunisation schedule may be nationwide or subnational/
regional as warranted by the epidemiological context.


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fgavi.okta-emea.com%2Fapp%2FUserHome&data=05%7C01%7Cjhofmans%40gavi.org%7Cd02ed7ee73d446cdd94508dbae9f3751%7C1de6d9f30daf4df6b9d65959f16f6118%7C0%7C0%7C638295771659355831%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2FzsLtKMUlNF%2FicbI5BXwA1lM62%2BzE1kJEyR2lfMD82Y%3D&reserved=0
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.who.int/publications/i/item/WHO-2019-nCoV-Vaccines-SAGE-Roadmap
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports
https://www.who.int/publications/i/item/WHO-2019-nCoV-Vaccines-SAGE-Roadmap
https://www.who.int/publications/i/item/WHO-2019-nCoV-Vaccines-SAGE-Roadmap
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e Targeting and product details required as part of the dose request form:

1.

2.

3.

6.

7.

identify target high-priority user groups for the Gavi-supported routine introduction/campaign;
population estimate for targeting high-priorityuser groups;

targeted COVID-19 vaccination coverage;

forecasted country stock inventory;

estimated doses required; and validation of need/delivery for 2024 approved doses
(only required for countries who submitted a dose request in 2023);

product preferences;

device needs for COVID-19 vaccination.

e Reporting requirements:

o

Reporting is required for programmatic and financial use of all support related to the
COVID-19 programme.

In accordance with WHO and UNICEF guidance on COVID-19 vaccination monitoring, COVID-19
vaccination data should be maintained in the electronic joint reporting form and/or region-specific
COVID-19 vaccination monitoring processes, Thrive360 platform and the WHO Global Database of
individual case safety reports (Vigibase).

Reporting for technical assistance (TA): Core, expanded, local and civil service organisation (CSO)
partners are required to report against their respective milestones as outlined in the COVID-19 Delivery
Support (CDS) TA plan in the Partners’ Engagement Framework (PEF) portal at the end of June and
end of November each year. Financial reporting for TA is incorporated into the overall CDS financial
reports, and CDS TA in country stories should be included as support for financial TA reporting.

Participants are also requested to facilitate other data-, monitoring-, evaluation- and learning-related
requests made by Gavi and broader Alliance partners to the best of their abilities and to cooperate
with Gavi or its representatives for internal or external evaluations, including providing access to all
relevant information and records.

e Supply planning for Gavi Support in 2024 and 2025

o

COVID-19 dose requests for 2024: There were two waves for countries to apply for their COVID-19
vaccines for 2024. The first wave (wave 1) closed on 31 July 2023 and the second wave (wave 2)
closed on 31 October 2023. Applicants who submitted their COVID-19 dose application form in wave
1 were due to receive deliveries of COVID-19 doses starting Q1 2024, whereas applications submitting
in wave 2 are due to receive deliveries beginning Q2 2024.

COVID-19 dose requests for 2025: There is one application window available for COVID-19 doses
requests for 2025. The application window will open on 1 June 2024 and close 31 July 2024.
Applicants can expect to receive deliveries of COVID-19 doses starting Q1 2025.
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3.3 Diphtheria, tetanus and pertussis
(DTP)-containing vaccine boosters
> ROUTINE INTRODUCTION

Vaccine-specific mandatory application attachments

iiE Access full
L , library of Gavi
(] New vaccine introduction plan \3 guidelines

(] Minister of Education signature for school-based strategies

Detailed
product profiles

Programme overview

Gavi-eligible countries can apply for support to introduce any of the three WHO-recommended DTP-
containing vaccine boosters in the national immunisation schedule. There is flexibility in timing, but
ideally, booster doses should be given at 12-23 months, 4-7 years and 9-15 years.

Countries can apply for support to introduce one, two or all three boosters. However, to ensure complete
protection, three boosters are needed. Provision of any booster is beneficial, and a country may choose
to build their booster programme gradually over time, based on local epidemiology and evidence-based
country prioritisation.

Providing boosters reinforces a life-course approach to vaccination and can strengthen vaccination contacts
during the second year of life (2YL) and in school health programmes, including integration with adolescent
human papillomavirus (HPV) vaccination (where applicable). Booster contacts are also opportunities to
provide missed doses to ensure every child is fully immunised.

Schedule

12-23 months:

Diphtheria, tetasnus Opportunity to leverage the 2YL contact and encourage co-administration
whole-cell pertussis with measles-containing vaccine second dose (+ malaria vaccine, where
(DTwP), pentavalent applicable); this aligns with the fourth dose of hexavalent (see section 3.6)

or hexavalent

4-7 years:

i iohtheri No existing Extended Programme of Immunisation (EPI) contact; will need
'(I'%tjc)lnus-dlp theria enabling policies (e.g. vaccination requirements for school entry)
9-15 years: Opportunity to leverage the HPV contact (notably, school-based delivery)

Td and encourage co-administration of HPV and Td (where applicable)



https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
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WHO recommendations
To address waning immunity and ensure full protection, WHO recommends:

* Three diphtheria toxoid-containing vaccine booster doses should be provided during childhood
and adolescence. The diphtheria booster doses should be given in combination with tetanus toxoid,
using the same schedule (12-23 months, 4-7 years and 9-15 years), with age-appropriate vaccine
formulations. Ideally, there should be at least four years between booster doses.

* Three tetanus toxoid-containing vaccine booster doses should be given at 12-23 months,
4-7 years and 9-15 years. Ideally, there should be at least four years between booster doses.

e One pertussis-containing vaccine booster dose is recommended for children 1-6 years, preferably
during the 2YL (=6 months after the last primary dose), unless otherwise indicated by local epidemiology. This
schedule should provide protection for at least six years for countries using whole-cell pertussis (wP) vaccines.
For countries using acellular pertussis (aP) vaccine, protection may decline appreciably before six years.

As combination vaccines, there are different products that countries can choose to use for boosters.
Technical support is available from WHO to assist countries with these decisions.

@ Key resources and references

e WHO recommendations for routine immunization - summary tables

e \WHO position paper on diphtheria vaccines

e \WHO position paper on tetanus vaccines

e \WHOQO position paper on pertussis vaccines

e Protecting all against tetanus: quide to sustaining maternal and neonatal tetanus — WHO 2019

e \accine-preventable disease update: reported diphtheria cases in the WHO European Region, 2022

e \Waning Immunity After Receipt of Pertussis, Diphtheria, Tetanus, and Polio-related Vaccines:
A Systematic Review and Meta-analysis

e Diphtheria tetanus toxoid and pertussis booster vaccination coverage
e WHO D&T Containing Vaccines Global Market Study, May 2019
o UNICEF Market Supply Update 2022

Eligibility

Gavi provides support for eligible countries to introduce any of the three recommended DTP-containing
vaccine boosters into the national immunisation schedule. Countries that currently have a booster
programme are not eligible for support for that existing contact, except for those deciding to switch from
DTP to pentavalent or hexavalent in the 2YL.


https://www.who.int/teams/immunization-vaccines-and-biologicals/policies/who-recommendations-for-routine-immunization---summary-tables
https://apps.who.int/iris/bitstream/handle/10665/258681/WER9231.pdf
https://apps.who.int/iris/bitstream/handle/10665/258681/WER9231.pdf
https://www.who.int/teams/immunization-vaccines-and-biologicals/policies/position-papers/pertussis
https://apps.who.int/iris/handle/10665/329882
https://apps.who.int/iris/rest/bitstreams/1488074/retrieve
https://pubmed.ncbi.nlm.nih.gov/34543411/
https://pubmed.ncbi.nlm.nih.gov/34543411/
https://immunizationdata.who.int/pages/coverage/dtp_plus.html
https://www.who.int/publications/m/item/who-d-t-containing-vaccines-global-market-study-may-2019
https://www.unicef.org/supply/media/14406/file/DTP-Poster-2022.pdf
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Types of support available

Vaccine dose procurement and associated supplies, under current co-financing principles, for the 2YL
booster dose (DTwP, pentavalent or hexavalent) only.

Vaccine financing support will not be provided for tetanus-diphtheria (Td) — recommended for boosters at
4-7 years and 9-15 years — as long as the price remains equal to or below US$ 0.20 per dose, which is the
minimum country co-financing based on the current Gavi policy.

e Vaccine Introduction Grant (VIG): For Gavi-eligible countries introducing DTP-containing vaccine
boosters (DTwP, Td, pentavalent and/or hexavalent), Gavi will provide a one-time VIG for each new
booster contact at US$ 0.80/0.70/0.60 (as per country co-financing phase) per targeted child of the year
of introduction, or a lump sum of US$ 100,000, whichever is higher (see section 2.5).

e Health system strengthening (HSS) support: Countries can decide to use their HSS grants
(within the existing ceiling) to complement the funds provided under the VIG to support the sustained
implementation of the DTP-containing vaccine boosters programme after accounting for other
programmatic priorities. Allowable HSS support is detailed in the Programme Funding Guidelines.
Countries are encouraged to explore other complementary funding, including domestic financing, to
strengthen contacts beyond the first year of life.

e Targeted Country Assistance (TCA) support: TCA from in-country, regional and global partners to
support the planning and implementation of the DTP-containing vaccine boosters programme may be
available. Countries are encouraged to contact their Gavi Senior Country Manager for details.

Alignment with the Hexavalent Vaccine Programme

Eligible countries that decide to switch to hexavalent from pentavalent and inactivated polio vaccine (IPV)
can apply for a VIG if they need a fourth hexavalent dose in the 2YL to complete the WHO-recommended
series (if the primary series starts at six weeks). Details regarding the Hexavalent Vaccine Programme are
provided in the eligibility chart in Annex 1.

Planning for Gavi support

Countries should allow for ample lead time from the application submission to the planned vaccine
introduction. This lead time will provide sufficient time for the Independent Review Committee (IRC) review
processes, confirmation of supply, distribution of the VIG, vaccine order and distribution, and adequate
country-level planning for a successful introduction.

For each DTP-containing vaccine booster, countries are required to identify a routine single cohort (within
12-23 months, 4-7 years and 9-15 years) to be immunised on an annual basis. Integration and alignment
with other interventions and programmes, including co-administration with other vaccines given at the same
age, is strongly encouraged, for example, measles-containing vaccine second dose (MCV2), fourth dose of
malaria vaccine or HPV vaccine.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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To apply for any of the recommended DTP-containing vaccine boosters, the country is required to prepare
a new vaccine introduction plan using the available WHO template. This plan should be completed as
thoroughly as possible and cover all the elements that countries need to consider carefully for a successful
introduction and sustainable programme. Gavi partners will be available to brief and support countries
throughout this process.

Countries are strongly encouraged to reach out to neighbouring countries with existing DTP-containing
vaccine booster programmes and technical partners (in-country, regional and global) for guidance to learn
about the successes and challenges of booster programmes.

All countries planning to introduce a DTP-containing vaccine booster are encouraged to notify Gavi of their
intention, regardless of whether they are seeking a VIG for financial support. Countries should contact their
Gavi Senior Country Manager for guidance and instructions.


https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
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3.4 Ebola vaccine
- PREVENTIVE VACCINE

Vaccine-specific mandatory application attachments iii Access full
: o . library of Gavi
(] Standalone vaccine application form (Gavi standard template) \3 guidelines

indicating targeted areas

Vaccination campaign Plan of action narrative and workplan

Detailed

Completed Gavi budget template .
product profiles

Gavi application portal form with endorsement from Minister of Health

0O 0 O 0O

National Immunisation Technical Advisory Group (NITAG) recommendation
and inter-agency coordination committee (ICC) endorsement

O

Evidence that the Ministry of Finance has been made aware of the
application (e.g. through stamped reception of the Ministry of Health
application to Gavi)

WHO recommendations

The Strategic Advisory Group of Experts on Immunization (SAGE) recommends that countries at risk of Ebola
virus disease (EVD) outbreaks caused by Orthoebolavirus zairense, preventively vaccinate healthcare workers
(HCWs), frontline workers (FLWs), national response teams and those who may be involved in EVD outbreak
response or treat EVD patients with an Ebola vaccine using a cohort vaccination approach.

@ Key resources and references

e WHO position paper

e Ebola Vaccine Coordination Team (EVCT) Guidelines for Preventive Vaccination
(Available upon request from WHO)

e WHO outbreak response guidance: Ebola and Marburg virus disease epidemics: preparedness, alert,
control, and evaluation

e \WHO Q&A- Ebola Virus Disease: Vaccines

Available Gavi support

Gavi provides support for preventive vaccination in accordance with SAGE recommendations in Gavi-eligible
countries in the initial self-financing, preparatory transition and accelerated transition stages. Gavi's support
includes the provision of vaccines and injection devices, Operational Cost (Ops) grants, technical assistance
and Health Systems Strengthening (HSS) support.


https://www.gavi.org/news/document-library/pebola-plan-action-template
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/may/sage-ebola-report-final-draft.pdf?sfvrsn=325acc6_1
https://www.who.int/publications/i/item/WHO-HSE-PED-CED-2014.05
https://www.who.int/publications/i/item/WHO-HSE-PED-CED-2014.05
https://www.who.int/news-room/questions-and-answers/item/ebola-vaccines
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¢ Vaccine procurement: This guideline does not
. . : . cover reactive campaigns
o Co;ntrfles rgay request vaccines bundled with syringes farEVD UL eakiesnanss:
and safety boxes. Emergency requests for outbreak
o Note: There is no co-financing requirement for Gavi- response vaccination campaigns should
eligible countries for Ebola preventive vaccination. be submitted to the International

Coordinating Group (ICG) for vaccine

provision, which maintains the Gavi-

supported Ebola vaccine stockpile.

o Countries may request an Ops cash grant to implement For more information, please access
preventive Ebola vaccination in Gavi-eligible countries. the ICG website.

e Campaign Ops grants:

o Countries may request operational costs up to a
maximum of US$ 7 per targeted person. If additional funds are required, documented justification
must be provided and each request will be reviewed on a case-by-case basis.

* Technical assistance: Countries may request technical assistance from in-country, regional and global
partners to support vaccination targeting, plan of action and application development, and immunisation
planning, implementation, and monitoring and evaluation with Gavi financial support. For more
information, please contact your Gavi Senior Country Manager or WHO Country Office focal point.

* HSS support: Countries can opt to use their HSS grant (within the existing ceiling) to complement the
funds provided with the Ops grant. This can support complementary activities for vaccine-preventable
disease surveillance and control in areas such as surveillance, health information and digital immunisation
systems, data use and management capacities, and epidemic preparedness and response planning.
Allowable activities and costs for HSS support are detailed in the Programme Funding Guidelines.

Country eligibility

At present, only Gavi-eligible countries at risk of an EVD outbreak are eligible to apply for preventive Ebola
vaccination support from Gavi. At-risk countries are defined as:

e Risk tier 1: Countries that have previously reported confirmed cases of EVD caused by Orthoebolavirus
zairense (including imported cases).

e Risk tier 2: Countries that share a border with a country that has experienced an EVD outbreak resulting
from a suspected animal-to-human spillover event (i.e. not as a result of an imported case).

If vaccine supplies are limited, priority will be given to countries in risk tier 1, given that these countries are
at a higher risk of an EVD outbreak.

Target population guidance

Countries should define the target population(s) for preventive vaccination based on their risk of exposure to
the Ebola virus. SAGE recommendations advise preventive vaccination among at-risk persons such as HCWs
and FLWs.

Population(s) considered at-risk may include (but are not limited to):

e national rapid response teams that would be involved in an EVD outbreak response, including mortuary
staff and burial teams;


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.who.int/groups/icg/ebola-virus-disease/ebola-stockpiles
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e medical personnel and non-medical personnel working in healthcare facilities and/or Ebola treatment
units or who provide community outreach services;

* laboratory personnel who may be exposed to Ebola virus;
e community health workers;
e traditional healers;

* immigration, customs and border screening officials who may be exposed to EVD cases at health posts at
ports of entry; and

e military and police personnel who may be exposed to EVD cases during an EVD outbreak response.

Countries are expected to provide justification for the inclusion of each target population in their plan of
action and an explanation of how the number to be vaccinated in each target population was quantified.

Preventive Ebola vaccination should target areas at risk of an EVD outbreak. Countries might consider
subnational geographic targeting. Areas that should be prioritized for subnational geographic targeting
are districts with documented prior Orthoebolavirus zairense transmission.

WHO can provide technical support to identify target population(s) and geographic areas for preventive
vaccination. For guidance on the vaccination targeting exercise for preventive Ebola vaccination, countries
should contact their WHO country office.

Key considerations for preventive vaccination

All country proposals, irrespective of tiered categorisation, should follow programmatic guidance from

the WHO and the global Ebola Vaccine Coordination Team (EVCT) on the use of Ebola vaccines and the
targeting and implementation of Ebola preventive vaccination activities. Proposals must clearly explain the
rationale for selecting targeted geographies and target populations in their application to Gavi for support.

Co-administration with other vaccines

If there is not a present risk of EVD (i.e. the vaccine is administered during preventive vaccination activities
with no outbreak confirmed), the Ebola vaccine should be administered alone as a precaution given limited
available data on co-administration, with other vaccinations sequenced two weeks before or after the Ebola
vaccine dose.

Use in special populations

Both licenced Ebola vaccines are well tolerated in children and adults and can be administered to individuals
aged 1 year and above. Given the absence of clinical evidence from randomised control trials, SAGE
recommends off-label use of both Ebola vaccines among pregnant and lactating women if they belong to a
target group for which preventive vaccination is recommended.

Revaccination and boosters

Revaccination in the absence of an outbreak is not currently recommended. However, SAGE recommends a
booster dose after six months in the context of an outbreak. For full recommendations on additional doses
in case of an outbreak, refer to SAGE recommendations.
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Cold chain considerations

Current Ebola vaccines require ultra-cold-chain capacity for storage and must be refrigerated after thawing
if not used immediately. Cold-chain storage capacity and transport requirements should be adequately
considered in preventive vaccination planning.

Monitoring and evaluation

Given the targeted nature of preventive vaccination, a standard post-campaign coverage survey is not
recommended. Countries are instead strongly encouraged to conduct an enumeration of the targeted
populations before the vaccination activity to ensure the correct quantification of the target population
and to be able to calculate the proportion of the target population reached (vaccination coverage). Results
should be incorporated into a post-campaign evaluation containing best practices and learnings from the
vaccination activity planning and implementation.

Countries are encouraged to propose context-appropriate approaches for a) individual vaccination

tracking (i.e. home-based records or individual vaccination records), and b) a national system for tracking
vaccinated individuals. Tracking vaccinated individuals through a national immunisation database is strongly
recommended to ascertain the vaccination status of personnel who may be involved in the response effort in
the event of an EVD outbreak and to assist in evidence generation on the long-term protection of the vaccine.

Additional Gavi financial support is available for establishing digital vaccination tracking (e.g. adaptation and
roll-out of additional module/s in DHIS2), if needed, with the support of technical partners. Countries are
encouraged to discuss any needs with their Gavi Senior Country Manager and include this in their application.

Communication and community engagement strategy

In their campaign plan of action, countries should describe their risk communication and community
engagement strategies, particularly for at-risk target populations. These plans should be designed to provide
relevant information about the risks of EVD and infection prevention, the effectiveness of vaccination in
reducing mortality due to EVD among vaccinated individuals, and the expected side effects of vaccination.
Countries are also encouraged to implement systems to monitor and address rumours regarding Ebola
vaccination.

Reporting requirements

* Technical report: Countries must submit a technical report within three months of completion of the
vaccination activity. The report should include details on vaccine coverage, wastage and quantities of any
remaining vaccine in-country.

* Post-campaign coverage survey (PCCS): Not required for preventive Ebola campaigns. In lieu of a
PCCS, countries are strongly encouraged to establish an accurate enumeration of the target population
and a system for monitoring the individuals vaccinated during the campaign. (Refer to: “Monitoring and
evaluation” above.)

This guidance replaces the standard campaign guidance in “Campaign reporting requirements”
detailed in section 2.4.
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- ROUTINE INTRODUCTION

Vaccine-specific mandatory application attachments

iiE Access full
o , library of Gavi
(] New vaccine introduction plan (NVIP) 3 guidelines

(] Vaccine activities workplan

(] Completed Gavi budget template
Detailed
product profiles

WHO recommendations

WHO recommends that all infants (including low-birth-weight and premature infants) should receive their
first dose of the hepatitis B vaccine as soon as possible after birth, ideally within 24 hours, since perinatal
transmission is the most important source of chronic hepatitis B virus infection globally. If administration
within 24 hours is not feasible, a late birth dose has some effectiveness that declines progressively in the
days after birth. Even after seven days, a late birth dose can still prevent horizontal transmission and,
therefore, remains beneficial. If an infant does not receive the birth dose at the time of delivery, WHO
recommends that all infants receive the late birth dose during the first contact with healthcare providers at
any time up to the time of the next dose of the primary schedule.

@ Key resources and references

e Hepatitis B vaccines: WHQO position paper — July 2017

e A Guide for Introducing and Strengthening Hepatitis B Birth Dose Vaccination

e Triple elimination guidance

Available Gavi support

e Gavi provides support for the introduction of the hepatitis B birth dose (HepB-BD) vaccine into routine
immunisation schedules as recommended by WHO.

e Gavi support covers the following in line with the Gavi Co-financing Policy:

o Vaccine procurement and associated supplies (e.g. injection safety devices).

o Vaccine Introduction Grants (VIGs) — Financial support for activities to facilitate the introduction of
the HepB-BD, as described in section 2.3.

o Other Gavi support — Countries are encouraged to use the full range of Gavi support available to
them, including Health Systems Strengthening (HSS) grants (within the existing ceiling after accounting
for other programmatic priorities), Targeted Country Assistance (TCA) and where applicable Equity
Accelerator Fund (EAF), to introduce and scale up delivery of the HepB-BD vaccine.


https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://apps.who.int/iris/bitstream/handle/10665/255841/WER9227.pdf;jsessionid=F24D0F48ED1530BE8A65B896168BE05D?sequence=1
https://www.who.int/publications/i/item/9789241509831
https://www.who.int/initiatives/triple-elimination-initiative-of-mother-to-child-transmission-of-hiv-syphilis-and-hepatitis-b/validation
https://apps.who.int/iris/bitstream/handle/10665/255841/WER9227.pdf;jsessionid=F24D0F48ED1530BE8A65B896168BE05D?sequence=1
https://www.gavi.org/sites/default/files/programmes-impact/Gavi-Co-financing-Policy.pdf
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e Gavi-eligible countries that have already introduced the HepB-BD vaccine in their immunisation
schedules are not eligible for vaccine procurement support or VIGs as directed by the Framework for
Gavi Funding to Countries (section 5.2). Those countries can still use other Gavi support to increase and
sustain their vaccination coverage and explore further complementarity with domestic funding. However,
a special consideration has been made for the HepB-BD programme, and countries that introduced the
vaccine after the December 2018 Gavi Board Vaccine Investment Strategy approval are eligible for all
available support.

Key considerations for Gavi support and requirements

Applications for Gavi support for the introduction of the HepB-BD vaccine will be reviewed by the
Independent Review Committee (IRC), which will recommend whether to fund the country plan. To facilitate
a successful review, the new vaccine introduction plan (NVIP) should follow the outline and consider all
applicable elements outlined in the template for an NVIP.

In addition, the NVIP should specifically address the following considerations:

Country decision for vaccine introduction

Applications are required include a confirmation of the country’s decision to introduce the HepB-BD
vaccine. This includes the Minister of Health or delegated authority signoff, as well as minutes of the
NITAG and immunisation Inter-agency Coordination Committee (ICC) meetings that recommended vaccine
introduction. Where available, countries are required to attach their National Immunisation Strategy (NIS)
or an addendum to the same that includes a plan for HepB-BD vaccine introduction and scale up.

Coordination and integration with maternal newborn and child health (MNCH)
and other programmes

Applications are required describe how coordination between the Expanded Programme on Immunisation
(EPI), MNCH, viral hepatitis control and other relevant programmes will be enhanced. This may include
establishing a national coordination structure or using a structure already in place, such as those coordinating
the elimination of mother-to-child transmission (EMTCT) of HIV, syphilis and hepatitis B or MNCH activities.
Countries are encouraged to explore linkages with EMTCT of HIV and syphilis services in areas such as
planning, joint community awareness and capacity building, as well as reporting and strategic information.

The timing of the HepB-BD vaccination will mean that vaccines will be delivered within labour or post-
natal wards. Country applications are required include activities for integrating HepB-BD with maternal
and newborn care services in both the public and private sectors. Activities may include countries adding
administering HepB-BD to their standard birth protocols and capacitating midwives to deliver the vaccine
promptly and document this dose appropriately. Additionally, countries can use existing inventory
management practices to ensure the availability of HepB-BD on a 24-hour basis in labour and post-natal
wards, such as ensuring cold chain capacity. Integration and synergy should be explored with Bacille
Calmette-Guérin (BCG) and oral polio vaccination at birth (OPV0O/OPV zero) at birth. Countries must
describe how they will strengthen the implementation of the multi-dose open vial policy to promote the
safe handling of opened multi-dose vaccine vials. This could include monitoring, training and supporting
vaccinators to avoid open vial wastage.



https://www.gavi.org/sites/default/files/board/minutes/2022/7-8-dec/11a - Annex A - Framework for Gavi Funding to Countries.pdf
https://www.gavi.org/sites/default/files/board/minutes/2022/7-8-dec/11a - Annex A - Framework for Gavi Funding to Countries.pdf
https://cdn.who.int/media/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://iris.who.int/bitstream/handle/10665/135972/WHO_IVB_14.07_eng.pdf?sequence=1
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Community health systems

Community health systems will play a critical role in successfully implementing HepB-BD vaccination.
Applications are required describe how the programme will use the community health systems to enhance
access and uptake of the vaccine. Activities may include capacitating community healthcare workers (CHWs)
to be able to raise awareness of the vaccine’s availability and importance and enhance community-health
facility linkages and community engagement to ensure that children born out of health facilities can have
equal access to the HepB-BD vaccine. Synergies should be explored with programmes aimed at increasing
deliveries in health facilities and those for HIV that have strong community health systems in place. Countries
should also explore innovative demand generation activities such as SMS recall to mothers and caregivers to
remind them about the vaccination at or soon after birth.

Technical assistance and HSS

Applications are required describe the country’s technical assistance needs for vaccine introduction and
scale-up. Additionally, applications are required describe how countries will use support for introducing the
HepB-BD programme to strengthen their health systems further.

Data management and programmatic reporting

Country applications are required describe plans to expand and strengthen existing EPI data systems to
ensure accurate HepB-BD vaccine programme data recording, reporting and analysis. This includes ensuring
reporting on the timing of the HepB-BD vaccination. Countries are encouraged to explore innovations such
as systems for tracking and reporting births to enhance timely birth dose delivery and reporting. Countries
should consider updating relevant forms and registers, including delivery registers, to facilitate the recording
and reporting of birth dose administration. Reporting for the HepB-BD vaccine programme shall follow the
current Gavi reporting guidelines.

Equity considerations

Country applications are required describe measures to ensure equitable access to the HepB-BD vaccine.
Social and cultural norms and the unequal status of women in many societies can reduce the chances of
newborns being vaccinated by preventing their caregivers from accessing immunisation services. Applications
are required describe how these gender-related barriers that can indirectly impact immunisation will be
addressed. Please refer to section 2.2 for further considerations on equity.

Children born outside health facilities have a reduced chance of accessing the HepB-BD vaccine. Countries
are encouraged to use the full range of Gavi support, including HSS grants (within the existing ceiling after
accounting for other programmatic priorities), to improve access to vaccines for children born out of health
facilities. Countries are encouraged to make the necessary policy changes to enable a larger-scale rollout of
a programme to deliver the vaccine to children born out of health facilities. This can include considering task
sharing to enable community health workers to deliver the vaccine where national policy allows. Additionally,
countries should use efforts already being implemented to increase the number of facility-based deliveries.

Using the full spectrum of partner support

Countries are required to describe how they will use all the support available to them from different
partners, including support from the Global Fund, Unitaid and other donors to strengthen the introduction
and scale up of HepB BD vaccination.
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Financial reporting

Countries are required submit an activity workplan and completed budget template with their
applications. The proposed budget shall follow the current Gavi budgeting guidelines and use similar activity
costing for existing grants to the extent possible, except for situations where such costs are considered
misaligned with current or future assumptions. In addition, countries should provide information on any
external support received or committed other than that requested from Gavi. The assurance provider — a
reliable and independent entity with the appropriate skills and understanding of the programme — shall
review the verification of the information provided.

Applications should provide an indication of country readiness and commitment to meet co-financing
obligations by having their applications signed off by:

e Minister of Health (or their delegated authority); and

e Minister of Finance (or their delegated authority).
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Vaccine-specific mandatory application attachments

Hexavalent switch form

Hexavalent plan of action

Countries eligible for Gavi support can apply to switch to whole-cell pertussis (wP) hexavalent (hexavalent)
vaccine. This is a six-in-one vaccine that combines the pentavalent vaccine (diphtheria, tetanus, whole-cell
pertussis, hepatitis B and haemophilus influenzae type b) with the inactivated polio vaccine (IPV).

The hexavalent vaccine is expected to help countries deliver protection against all six diseases more efficiently
and cost-effectively and reduce programme barriers due to multiple injections — among other anticipated
programmatic benefits.

Countries can continue using pentavalent and IPV or choose to switch to hexavalent. Gavi
partners can assist countries to assess the financial, logistical and programmatic implications of a switch to
hexavalent to determine which option is most suitable for their context.

Countries will need to continue using bivalent oral polio vaccine (bOPV) in their routine
immunisation until global cessation. Hexavalent contains IPV but not bOPV, and both are needed.

Starting from six weeks of age (minimum), WHO recommends a hexavalent vaccine schedule of three doses,
with a minimum interval of four weeks between doses. A hexavalent booster (fourth dose) is needed at
least six months after the third dose — when the primary series begins at six weeks — to ensure protective
immunogenicity to polioviruses.

Most Gavi-eligible countries have not introduced a DTP-containing booster in the 2YL. Gavi will support the
administration of the hexavalent booster in the second year of life (2YL) to align with the DTP-containing
Vaccine Boosters Programme.

Below is an illustrative schedule used in most Gavi-supported countries, which shows the difference between
a pentavalent and IPV schedule versus a hexavalent schedule, with the primary series at 6/10/14 weeks. Note
that other WHO-recommended schedules are possible (e.g. 2/3/4 months, 2/4/6 months).


https://www.gavi.org/news/document-library/hexavalent-switch-form
https://www.gavi.org/news/document-library/hexavalent-programme-plan-action-template
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
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First dose of DTP
booster series

Primary immunisation schedule

Schedule
6 weeks 10 weeks 14 weeks 9 months 12-23 months
Pentavalent a e 9 DTP/pentavalent
First dose Second dose Third dose
Pentavalent +
IPV schedule
1PV c 9
First dose Second dose
Hexavalent (1) (2] (3) DTP/pentavalent/
Hexavalent
schedule First dose Second dose Third dose hexavalent

@ Key resources and references

e Summary of WHO Position Papers — Recommended Routine Immunizations for Children

e \WHOQO Polio Vaccine Position Paper, June 2022

e \WHO webpage on poliomyelitis

e Global Polio Eradication Initiative (GPEI) website

e Polio Eradication Strateqy 2022-2026

e [PV support page on Gavi website

Eligibility

Gavi-eligible countries:

e can request the following support:

o Switch Grant and Vaccine Introduction Grant (VIG) for countries that do not have a 2YL DTP-
containing vaccine booster contact; or

o Switch Grant only for countries that have a 2YL DTP-containing vaccine booster contact.

 are eligible for co-financing as per standard policy;

o initial self-financing countries will have to co-finance US$ 0.20 per dose of hexavalent, which is
equivalent to the current co-financed share of pentavalent; and

o preparatory and accelerated transition countries will have to co-finance hexavalent based
on their co-finance share. The co-finance calculations will include a subsidy to purchase hexavalent
vaccines equivalent to their IPV eligibility (one or two doses) and in line with the annual overall

weighted average price of IPV.


https://cdn.who.int/media/docs/default-source/immunization/immunization_schedules/table_2_feb_2023_english.pdf?sfvrsn=3e27ab48_11&download=true
https://www.who.int/teams/immunization-vaccines-and-biologicals/policies/position-papers/polio
https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/poliomyelitis-(polio)
https://polioeradication.org/
https://polioeradication.org/wp-content/uploads/2022/06/Polio-Eradication-Strategy-2022-2026-Delivering-on-a-Promise.pdf
https://www.gavi.org/types-support/vaccine-support/inactivated-polio-vaccine

Vaccine Funding Guidelines
3.6 Hexavalent vaccine

Former Gavi-eligible countries:
are not eligible for a Switch Grant or a VIG; but

can request a subsidy for the purchase of hexavalent vaccines, equivalent to their IPV eligibility (one or
two doses) and in line with the annual weighted average price of IPV.

Switch Grant: For all Gavi-eligible countries switching to hexavalent from pentavalent and IPV, Gavi provides
US$ 0.25 per infant in the birth cohort or a lump sum of US$ 30,000, whichever is higher (see section 2.5).

VIG: For all Gavi-eligible countries switching to hexavalent from pentavalent and IPV that do not
already have a DTP-containing vaccine booster in the 2YL, Gavi will also provide a one-time VIG
at US$ 0.80/0.70/0.60 (as per country co-financing phase) per targeted child, or a lump sum of
US$ 100,000, whichever is higher (see section 2.5).

Health System Strengthening (HSS) support: Countries can decide to use their HSS grants (within
the existing ceiling) to complement the funds provided under the Switch Grant and VIG to support the
sustained implementation of the Hexavalent Vaccine Programme after accounting for other programmatic
priorities. Allowable HSS support is detailed in the Programme Funding Guidelines.

Targeted Country Assistance (TCA) support: TCA from in-country, regional and global partners
to support the planning and implementation of a hexavalent switch may be available. Countries are
encouraged to contact their Gavi Senior Country Manager for details.

Countries considering switching to hexavalent should review the “Gavi support for vaccines optimisation
and switches” section of this document for details on planning considerations.

In brief, the switch must be supported by the country’s National Immunization Technical Advisory Group
(NITAG) or its equivalent — and it should be managed efficiently to ensure a smooth transition from the current
pentavalent and IPV vaccination programmes and provide a positive impact on programme outcomes (such as
increased coverage), programme sustainability (easing health system burden) and vaccine use and supply.

All countries planning a switch to hexavalent are encouraged to notify Gavi of their intention, regardless of
whether they are seeking a Switch Grant and VIG for financial support. Countries should contact their Gavi
Senior Country Manager for guidance and instructions.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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- NEW ROUTINE INTRODUCTION

Access full
- NEW ROUTINE INTRODUCTION WITH ii?\ llb.rdar)l/.ofGaw
ADDITIONAL MULTI-AGE COHORT (MAC) guidetnes

Vaccine-specific mandatory application attachments

Detailed
product profiles

(] Human papillomavirus (HPV) vaccine implementation plan

(J HPV vaccine workplan

(] Ministry of Education signature for school-based strategies
(] HPV vaccine introduction budget

- EXISTING PROGRAMMES, DELAYED MAC

Vaccine-specific mandatory application attachments

(] Updated estimates of target population/supply needs
(] Updated HPV MAC workplan

(] Updated HPV MAC budget

(] Abbreviated HPV MAC implementation plan*

* Only countries with a delayed MAC that was pre-approved for the age range 914 years and are currently vaccinating a routine cohort at age 9 or
10 years but wish to extend the MAC to age 18 years on a single-dose schedule will need to submit an abbreviated HPV MAC implementation plan

- EXISTING PROGRAMMES, DOSING SCHEDULE OR PRODUCT SWITCH

Vaccine-specific mandatory application attachments

Notification of dosing or product switch only:
(] NITAG or its equivalent supportive recommendation including Ministry of Health signature

(] Gavi switch request form

If applying for Switch Grant, the above documents and:
(] Switch implementation plan

(] Chronogram of key activities

(] Copy of HPV vaccination card or EPI calendar

(] HPV vaccine switch budget

- EXISTING PROGRAMMES, VACCINATION COVERAGE IMPROVEMENTS

Vaccine-specific mandatory application attachments

For reallocation of existing health systems strengthening (HSS) grant:
(] Narrative description of the activities
(] Updated HSS budget reflecting the HPV vaccine activities

To request additional HSS funding:
(] Formal request required
(] Budget for the additional funds


https://www.gavi.org/news/document-library/hpv-implementation-plan
https://www.gavi.org/news/document-library/hpv-workplan
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
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WHO recommendations

The Global Strategy to Accelerate the Elimination of Cervical
Cancer, adopted by the World Health Assembly in 2020,
includes three main pillars: prevention through vaccination,
screening and treatment of precancerous lesions, treatment
and palliative care for invasive cervical cancer.

For cervical cancer prevention, the WHO-recommended primary
target population for human papillomavirus (HPV) vaccination
is girls aged 9-14 years. Current evidence suggests that either
a single-dose or two-dose schedule may be used among the
primary target population for HPV vaccination with comparable
efficacy and duration of protection. A single-dose schedule is
off-label and may offer programme and financial advantages.

In line with WHO recommendations for the primary target
population, for countries applying to Gavi for a new

HPV vaccine introduction Gavi provides support for HPV
vaccination in girls aged 9-14 years' with either a two-
dose schedule or single-dose off-label alternative schedule.

| QO

WHO recommends at least
.
585 two doses and optimally three
doses for immunocompromised
populations, including HIV+ girls.

— Off-label single dose
@ 5 g
E considerations:

* Programmatic fit
e Ministry if Health approves

* NITAG (or equivalent) endorses

* National Regulatory Authority
informed and allows

e Country understands implications

@ Key resources and references

e Human papillomavirus vaccines: WHO position paper, December 2022

e Resources for designing, implementing and scaling up HPV vaccination programmes, WHO Clearing House

e Considerations for HPV vaccine product choice, WHO

Information on the selection of the HPV vaccine delivery strategy:

o WHO: Guide to Introducing HPV Vaccine into National Immunization Programmes

e |essons learnt from human papillomavirus (HPV) vaccination in 45 low- and middle-income countries

e JSI: HPV Vaccination in Malawi: Lessons Learned from JSI's Experience Supporting Vaccine

Introduction and Routinization

e WHO: Considerations regarding consent in vaccinating children and adolescents between 6 and 17 years old

e Options for linking health interventions for adolescents with HPV vaccination

e |essons from post-introduction evaluations of national HPV vaccination programmes

e HPV vaccine technical partners: HPV Vaccine Schedule Optimization

WHO/PATH Information on financial planning, costing and budgeting HPV vaccination programmes:

e Financial planning tool for delivery strategies: WHO Cervical Cancer Prevention and Control Costing

12 Countries that may be interested in vaccinating other populations (e.g. girls = 15 years or boys) as a part of a new introduction of HPV vaccines should note that the

government will have to bear the full operational and vaccine costs to reach these additional populations.


https://www.who.int/news-room/events/detail/2020/11/17/default-calendar/launch-of-the-global-strategy-to-accelerate-the-elimination-of-cervical-cancer
https://www.who.int/news-room/events/detail/2020/11/17/default-calendar/launch-of-the-global-strategy-to-accelerate-the-elimination-of-cervical-cancer
https://www.who.int/publications/i/item/who-wer9750-645-672
https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/human-papillomavirus-vaccines-(HPV)/hpv-clearing-house
https://iris.who.int/bitstream/handle/10665/376546/9789240089167-eng.pdf?sequence=1
http://apps.who.int/iris/bitstream/handle/10665/253123/9789241549769-eng.pdf?sequence=1
https://www.path.org/resources/hpv-lessons-learnt/
https://www.jsi.com/resource/hpv-vaccination-in-malawi-lessons-learned-from-jsis-experience-supporting-vaccine-introduction-and-routinization/
https://www.jsi.com/resource/hpv-vaccination-in-malawi-lessons-learned-from-jsis-experience-supporting-vaccine-introduction-and-routinization/
https://www.who.int/publications/i/item/considerations-regarding-consent-in-vaccinating-children-and-adolescents-between-6-and-17-years-old
https://www.who.int/publications/m/item/options-for-linking-health-interventions-for-adolescents-with-hpv-vaccination
https://www.path.org/resources/national-introduction-hpv-vaccination-low-and-middle-income-countries-lessons-learned-formal-post-introduction-evaluations/
https://www.technet-21.org/en/component/resources/main/16750-hpv-vaccine-schedule-optimization-%E2%80%94-key-considerations-for-decision-making,-planning-and-implementation?Itemid=1758
https://www.who.int/publications/m/item/WHO-Cervical-Cancer-Prevention-and-Control-Costing-tool-human-papillomavirus-vaccination-module
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@ Key resources and references (continued)

tool: human papillomavirus vaccination module (C4P-HPV tool)

e WHO tool to assess the cost-effectiveness of HPV vaccination

e PATH: HPV vaccine cost calculator

Further information on developing communication and social mobilisation plans:

e UNICEF lessons learned and field quides on HPV vaccine communication

e | SHTM/PATH HPV vaccine communications lessons learned

e WHO: HPV vaccine communication: special considerations for a unique vaccine

e JSI: The Vital Role of Communities: Experience from Human Papillomavirus Vaccination in Tanzania

e Girl Focus Toolkit for HPV vaccine

Information on switching to a single-dose HPV vaccination schedule:
e WHO: CAPACITI decision support tool manual

e PATH summaries of HPV vaccine single-dose evidence

Available Gavi support

As a part of revitalising country HPV vaccination efforts in response to a wider effort for immunisation
programmes to recover from the global COVID-19 pandemic, in 2022, the Gavi Board approved an
enhanced investment for HPV vaccines. Besides co-financing for vaccines, countries have five types of
cash support from Gavi for HPV vaccination:

1. Vaccine Introduction Grant (VIG)

2. Operational Cost grant (Ops)

3. Switch Grant

4. Health systems strengthening grants (HSS)
5. Targeted Country Assistance (TCA)

Countries can apply to Gavi for different types of support depending upon whether the support is for a
new HPV vaccine introduction or supporting an existing HPV vaccination programme. The different types
of support are summarised in the table below. For existing HPV vaccination programmes, countries may
be eligible for different types of support based on programme characteristics, such as a delayed multi-age
cohort (MAC), switching dosing schedules or product, and/or improving HPV vaccination coverage. The
categories are not mutually exclusive. Countries are strongly encouraged to combine requests for multiple
supports, i.e. prepare and submit them jointly.


https://www.who.int/publications/m/item/WHO-Cervical-Cancer-Prevention-and-Control-Costing-tool-human-papillomavirus-vaccination-module
http://primetool.org/
https://www.path.org/resources/hpv-vaccine-cost-calculator
https://globalhpv.com/
https://media.path.org/documents/PATH-LSHTM_HPVvacll_brief_communication_2016.pdf?_gl=1*1quda23*_ga*MTM3MTUxODAyMS4xNjc3NjA3NDQ4*_ga_YBSE7ZKDQM*MTY3Nzg2ODUzMS43LjEuMTY3Nzg2ODU0Mi4wLjAuMA..
https://apps.who.int/iris/handle/10665/250279
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpublications.jsi.com%2FJSIInternet%2FInc%2FCommon%2F_download_pub.cfm%3Fid%3D23823%26lid%3D3&data=04|01|akhanduri-external-consultant%40gavi.org|e48794fb57324b84515508d87c07708c|1de6d9f30daf4df6b9d65959f16f6118|0|0|637395718674177269|Unknown|TWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D|1000&sdata=9nSFToIuUc6yFZ2y1%2F7LglXlijWoBUtC6bcySAZksug%3D&reserved=0
https://girlfocustoolkit.org/
https://www.who.int/publications/m/item/capaciti-decision-support-tool-manual
http://apps.who.int/iris/bitstream/handle/10665/253123/9789241549769-eng.pdf?sequence=1
https://www.path.org/programs/center-for-vaccine-innovation-and-access/single-dose-hpv-vaccine-evaluation-consortium/
https://www.gavi.org/sites/default/files/board/minutes/2022/7-8-dec/Board-2022-Mtg-03-Review-of-Decisions.pdf
https://www.gavi.org/sites/default/files/board/minutes/2022/7-8-dec/Board-2022-Mtg-03-Review-of-Decisions.pdf
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Country typology Types of support available* VFG/PFG section

Countries with no existing HPV vaccination programme

A HPV vaccine introduction VIG See section 2.3 (VIG, Ops)
» Single-age cohort only (routine) VIG + Ops See Programme Funding
* Single-age cohort with MAC HSS Guidelines (PFG)

e Either one- or two-dose schedule

Countries with an existing HPV vaccination programme

B Delayed MAC Ops, up through age 18** See section 2.3 (Ops, Switch)
e MAC for routine at age 9 or 10 Op‘s See PEG
* MAC for routine at age 14 Switch Grant

e Switch to a single-dose schedule or HSS
an alternative product, if concurrent
with delayed MAC

C Dosing schedule or product switch only  Switch Grant See section 2.3 (Switch)
(introduction in routine programme HSS
and MAC completed) See PrG

e Switch to a single-dose schedule or
an alternative product

D Improving HPV vaccine coverage HSS
* HPV1 coverage =70% (2021)
e HPV1 coverage 40-69% (2021)
* HPV1 coverage <40% (2021)

* TCA is allocated through a separate process, not covered in these guidelines and is available to all countries, regardless of the type of support
requested from Gavi.

** Delayed MAC for routine at age 9 or 10 that requests MAC to age 18 have additional requirements (see section B4 below)

Pathways for Gavi support

Country typologies

New programmes Existing HPV vaccine programmes

New HPV New HPV i
vcllccine vaccine inl-:rc:/(\lll‘llfﬂzg) Delayed MAC - Delqy{]ed MAE pfggjgtusl\?vi?éh
application application without switch - with switc
(RI) RI+MAC) approved, not started only

Coverage
improvement

Support available

Utilisation of HSS

TCA support



https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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NO EXISTING HPV VACCINATION PROGRAMMES

Q HPV vaccine introductions

A.1 Eligibility

Countries that have yet to introduce HPV vaccine into the national immunisation schedule may request Gavi
support for only a routine single-age cohort within the age range of 9-14 years to be vaccinated annually
in routine immunisation or as a combined introduction with a one-time vaccination for additional MAC up
through age 14 years to maximise the impact during the introduction year.'® Countries can select either a
one-dose or two-dose HPV vaccination schedule.

HPV vaccine introductions with a single-dose schedule for introduction are not eligible for a Switch Grant.

A.2 Type of support available

* Routine support: VIG at US$ 2.40 per target girl in the routine single-age cohort and standard country
co-financing for vaccine supply, regardless of the dosing schedule.

* MAC support: Additional one-time Ops grant at US$ 0.65/0.55/0.45 (as per country co-financing phase)
per target girl in the MAC and vaccine supply at no cost, regardless of the dosing schedule.

* HSS support: Countries are encouraged to use their HSS grant to complement introduction support provided
through the VIG to help build an HPV vaccine programme that is sustainable after the introduction year. Further
information on allowable and encouraged HSS support is detailed in the Programme Funding Guidelines.

* TCA support: Targeted Country Assistance from in-country, regional and/or global partners to support
the application and introduction activities is available. Countries are encouraged to contact their Gavi
Senior Country Manager for guidance and instructions.

A.3 Planning for Gavi support

Countries are recommended to plan for a lead time of 15-18 months from the application submission to the
planned HPV vaccine introduction. For instance, a country applying in April 2023 should plan for an introduction
starting from Q3 or Q4 2024. This lead time will allow sufficient time for the Independent Review Committee
(IRC) review processes, confirmation of supply, distribution of VIG with or without Ops grants, vaccine order and
distribution and nine months of country-level planning suggested for a successful HPV vaccine introduction.

HPV vaccine supply

HPV-related
Information on supply availability of the different HPV vaccines supply documents:

that can be accessed with Gavi support can be found in the
HPV vaccine product profile slide deck. * HPV vaccine product profile slide deck

e UNICEF Supply Division HPV vaccine
tender 2021-2025

3 Annex 1 indicates countries already receiving HPV vaccine support from Gavi and countries eligible to request new support.


https://www.gavi.org/sites/default/files/support/guidelines-2022/Gavi_Programme_Funding_Guidelines_ENG.pdf
https://www.gavi.org/news/document-library/hpv-vaccine-profiles
https://www.gavi.org/news/document-library/hpv-vaccine-profiles
https://www.unicef.org/supply/documents/human-papilloma-virus-hpv-vaccine-price-data
https://www.unicef.org/supply/documents/human-papilloma-virus-hpv-vaccine-price-data
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Planning for HPV vaccine introduction

In line with WHO recommendations, countries are strongly encouraged to introduce the HPV
vaccine for routine and MAC at the same time in the initial year of introduction.

Countries are required to identify a routine single cohort of girls (within ages 9-14 years) to be immunised
on an annual basis (e.qg. girls aged 9 years or a single grade: Primary 4) and additional girls who are older
than the routine (or MAC) who will be immunised on a one-off basis in the initial year of introduction.

Countries opting to introduce only a single routine cohort will not be eligible for an Ops grant.

Planning for a phased introduction

Countries that cannot afford or implement an initial country-wide introduction of HPV vaccine may adopt a
phased introduction approach by region, province or district. In such case, the following additional aspects
should be taken into account:

e Full vaccination within three years: Countries will be required to expand the vaccination nationwide
within three years of introduction.

* VIGs and Ops for a phased introduction: Vaccines and complementary financial support (i.e. VIG for
routine and Ops for MAC) will be based on the size of the total target population and disbursed according
to the year of each new phased introduction (as outlined in the HPV vaccine implementation plan).

Identify learning opportunities in the first phase of phased introduction: \When a country decides on
a phased introduction, it should include areas (i.e. districts, provinces, zones, etc) that provide the greatest
learning opportunities in the first phase. These are likely to include challenging districts (i.e. that have been
achieving consistently low vaccine coverage); for example, due to geographical factors (rural/urban), social
and cultural factors (religion), including gender-related barriers (child, early and forced marriages, and low
school enrolment), health system factors (low human resources, quality of health facilities) and behavioural
factors, as well as strong performing areas. At all stages of planning for a phased introduction, countries are
encouraged to review, analyse and revise strategies based on experience from earlier phases.

A.4 Guidance and requirements

To apply for the introduction of HPV vaccine through Gavi support, the country is required to fill out an
HPV vaccine implementation plan, using the template available. The HPV vaccine implementation plan
should be completed as thoroughly as possible and covers all the elements that countries need to consider
carefully for a successful HPV vaccination introduction and sustainable programme.

Countries are strongly encouraged to reach out to neighbouring countries with existing HPV vaccination
programmes and technical partners (in-country, regional and global) for learning and guidance about the
successes and challenges of introducing HPV vaccines.

Specific guidance on programme components and structure can be found in the HPV vaccine
implementation plan template. The following list provides the key programmatic considerations that all
countries applying for HPV vaccine support should describe in their implementation plan.
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Components of a comprehensive HPV vaccine implementation plan

e Description of prior experience with HPV vaccine delivery, such Fonries should e o
as a prior pilot or HPV vaccine demonstration programme; available technical guidance,
such as the resources for

designing, implementing and scaling up
HPV vaccination programmes.

e Target population for HPV vaccine, routine (the cohort to
be reached year-on-year) and MAC (to be reached in the
introduction year), if applicable, at national and subnational

levels, including estimates of the population and source(s) of Additional information on the selection
data for those estimates; of the HPV vaccine delivery strategy:
Guide to Introducing HPV Vaccine into
* Dosing schedule, routine and MAC, if applicable, and the National Immunization Programmes

reasons for selecting the proposed schedule;

e Minutes from the NITAG (or equivalent body) meeting endorsing the HPV vaccine introduction and the
selected dosing schedule;

e Delivery strategies for both routine and MAC populations, including multiple opportunities for
HPV vaccination;

e Coverage and equity considerations, including plans to reach vulnerable, hard-to-reach, and out-of-
school girls, as well as areas of the country with high levels of zero-dose and under-immunised children
for infant vaccines;

* Description of gender or equity issues and possible barriers to HPV vaccination, as well as interventions
to address these;

e Social mobilisation and demand generation plans, including communication messages, materials
and channels;

e (risis communication and response plans;

e Description of how HPV vaccine and vaccinations will be integrated into the routine structures, processes
and activities of the EPI, and any proposal for wider integration of HPV vaccination with other health
services or interventions;

e Community Support Organisation/Community-Based Organisation/Faith-Based Organisation engagement,
as applicable for country setting;

e Adverse events following immunisation (AEFI) monitoring and surveillance plans;
e Training and orientation plans;
e Vaccine logistics and waste management plans; and

e Synergies with any other new vaccine introductions planned for the same year as the HPV vaccine,
if applicable.

@ Budget considerations

Countries applying for the HPV vaccine will be eligible to receive two grants: a VIG for the routine/single-
age cohort and an Ops grant for the multi-age cohort. Countries are also encouraged to use their HSS
grant to support the sustained implementation of the HPV vaccine programme after the first year. Further
information on allowable and encouraged HSS support is detailed in the Programme Funding Guidelines.
Please note, per the table below, the synergies between the VIGs and Ops grant programming. Below
are the budget eligibility considerations under VIGs and Ops, including cost projections.



https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/human-papillomavirus-vaccines-(HPV)/hpv-clearing-house
https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/human-papillomavirus-vaccines-(HPV)/hpv-clearing-house
https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/human-papillomavirus-vaccines-(HPV)/hpv-clearing-house
https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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e HR-related costs should be aligned with Gavi's Budget Eligibility Guide.

e Countries are requested, where possible, to show a five-year budget, including the first year of
introduction, with funding sources described (e.g. use of HSS, domestic resources, other donors) and
secured for the initial two years.

e Countries can spend the VIG funds over multiple years for long-term strengthening of the
programme, such as through continued advocacy, demand generation and communication strategies
to improve sustainability.™

Eligible/not-eligible cost components under VIGs and Ops for the HPV vaccine programme

Five-year budget

Cost components Resources needed
Year 1: Year 2 Year 3 Year 4 Year 5
intro

Eligible for Gavi’s VIG and Ops funding

Service delivery e Per diems and travel allowances
(microplanning) + Venue rental (/)
e Transport

Training e Development and production of
training materials

* Per diems and travel allowances

e Venue rental °
e Transport

e Stationery

Demand generation, social e Facilitator in meetings
mobilisation and information,  Per diems and travel allowances
education and communication Stationery Q Q 9 Q Q

e Production of TV/radios spots,
posters, leaflets

Cold chain and waste e Cold chain carriers

management o Transport and fuel for waste (V)
management

Monitoring and evaluation e Travel allowances

e Transport fuel and maintenance

e Stationery

e Tally sheets and registers Q
¢ Vaccination cards

e Supervision and post-introduction
evaluation (PIE) materials

Not eligible for Gavi’s VIG funding (therefore, must be paid by governments)

Service delivery (provision of e Transport fuel and maintenance

immunisation in fixed and s Per diems and travel allowances 9 Q Q Q Q

outreach strategies, PIRI*, .
campaigns and other strategies) * Supplies (e.g. cotton, PPE)

*Periodic intensification of routine immunisation

o Assumes routine cohort and MAC to be introduced at the same time. The VIG and Ops budget should be developed with
synergies in cost components between these two grants.

14 Report to the Board 7-8 December 2016: Review of Gavi Support for HPV vaccine, 2016, https://www.gavi.org/sites/default/files/board/minutes/2016/7-dec/12%20-%20
Review %200f%20Gavi%20support%20for%20HPV %20vaccine % 20document.pdf



mailto:https://www.gavi.org/sites/default/files/board/minutes/2016/7-dec/12%2520-%2520Review%2520of%2520Gavi%2520support%2520for%2520HPV%2520vaccine%2520document.pdf?subject=
mailto:https://www.gavi.org/sites/default/files/board/minutes/2016/7-dec/12%2520-%2520Review%2520of%2520Gavi%2520support%2520for%2520HPV%2520vaccine%2520document.pdf?subject=
https://www.gavi.org/sites/default/files/support/Gavi_Budget_Eligibility_Guide.pdf
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© Evaluation requirements

Countries are recommended, but not required, to conduct a post-introduction evaluation (PIE) to evaluate
the impact of the HPV vaccine introduction on the country’s immunisation programme.' If a country is
planning to conduct a PIE after the HPV vaccine introduction and wants to use part of the VIG funding to
support this activity, the PIE activity should be listed in the VIG budget submitted to Gavi.

A.5 HPV vaccine application requirements
In addition to standard new vaccine support materials, HPV vaccine-specific documents to provide:

(] HPV vaccine implementation plan in the Gavi template, including embedded communication and social
mobilisation plan and crisis communication plan.

(] HPV vaccine workplan in the Gavi template.

(] NITAG or equivalent body endorsement of the HPV vaccine introduction and further endorsement if
electing for a single-dose vaccination schedule, evidenced by meeting minutes, authoritative email with
endorsement or other documentation, as relevant.

(] Budget on the Gavi template with clear demarcations of the use of the funds from the VIG and Ops
grant (if applicable) in the introduction year, and an indication of the use of domestic resources, HSS
funding, additional financing from donors or partners, and indications of financial sustainability for
ongoing vaccination costs particularly in outer years.

(] Signature from the Ministry of Education if implementing HPV vaccinations at schools.

EXISTING HPV VACCINATION PROGRAMMES

G Delayed multi-age cohort (MAC) HPV vaccination

B.1 Eligibility

Countries that are currently providing HPV vaccination as part of their routine immunisation programme and
have previously been approved for a MAC but have yet to implement the MAC are eligible.

* If the current single-age cohort is aged 9 or 10 years, MAC support is available through the age of 18, to
catch-up missed opportunities. If electing to expand the delayed MAC age above 14 years, the country
must switch to a single-dose schedule.

* If the current single-age cohort is aged 14, MAC support is available through the age of 14, per standard
Gavi policies.

1> Given the experience countries have in introducing new vaccines, WHO does not recommend that all countries should conduct a PIE 6-12 months after their national
introduction. WHO now recommends combining the evaluation of any new vaccine introduction with the next scheduled EPI Programme Review.



https://www.gavi.org/news/document-library/hpv-implementation-plan
https://www.gavi.org/news/document-library/hpv-workplan
https://apps.who.int/iris/bitstream/handle/10665/259960/WHO-IVB-17.17-eng.pdf?sequence=1
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B.2 Type of support available

* MAC support: An adjustment to the previous Ops support and vaccine allocation reviewed and
approved by Gavi, with additional one-time Ops at US$ 0.65/0.55/0.45 (as per country co-financing
phase) per additionally targeted girls in the MAC, and vaccine supply at no cost.

* HSS support: Countries are encouraged to use the Ops grant for primary activities related to delayed
MAC implementation. If the need arises, countries may request to use HSS funds to complement the
Ops grant to support the implementation of the delayed MAC. However, countries must demonstrate
extenuating circumstances justifying the request and contact their Gavi Senior Country Manager for
further guidance. Further information on allowable and encouraged HSS support is detailed in the
Programme Funding Guidelines.

* TCA support: Targeted Country Assistance from in-country, regional and/or global partners to support
the planning and implementation of a delayed MAC is available. Countries are encouraged to contact
their Gavi Senior Country Manager for guidance and instructions.

B.3 Planning for Gavi support

Once a country is notified of available supply and confirms to conduct their delayed MAC, countries with a
delayed MAC are recommended to plan for a lead time of at least nine months from their planned date of
MAC implementation. For instance, a country applying in May 2023 should plan for a MAC in late Q2 2024.
This lead time will allow sufficient time for Gavi review processes, confirmation of supply, distribution of
Ops, vaccine order and distribution, and country-level planning.

HPV vaccine supply

HPV-related
Information on the supply availability of the different HPV supply documents:

vaccines that can be accessed with Gavi support can be found in

the HPV vaccine product profile slide deck. Multiple products at * HPV vaccine product profile slide deck
different price points exist, each requiring different lead times for e UNICEF Supply Division HPV vaccine
procurement from UNICEF and shipment by the manufacturer. tender 2021-2025

B.4 Guidance and requirements

Countries that have already been approved for a MAC and only vaccinating within the 9-14 age group are
required to submit the following documents for Gavi's review:

* revised estimates of the target population;
* an updated workplan of key activities; and

* arevised budget for the use of the Ops grant.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
https://www.gavi.org/news/document-library/hpv-vaccine-profiles
https://www.gavi.org/news/document-library/hpv-vaccine-profiles
https://www.unicef.org/supply/documents/human-papilloma-virus-hpv-vaccine-price-data
https://www.unicef.org/supply/documents/human-papilloma-virus-hpv-vaccine-price-data

Vaccine Funding Guidelines 0 6

3.7 Human papillomavirus vaccine

Countries that have already been approved for a MAC and want to extend HPV vaccination to up to
18-year-old girls are required to submit the following documents for reconsideration of the implementation
plan by Gavi:

e arevised HPV MAC implementation plan;

* revised estimates of the target population;

an updated workplan of key activities; and

* arevised budget for the use of the Ops grant.

Key considerations for resubmission of estimates of the MAC target population, workplan and budget
revisions are below.

© Target population

Estimates of MAC population: Countries should calculate an estimate of the MAC target
population in line with the dosing schedule selected and adjust for cohorts that have been previously
vaccinated and those that have been missed.

The revised estimates should also factor in any change in the HPV vaccine dosing schedule per revised
WHO recommendations.

o WHO recommended dose schedule for HPV

. . , WHO recommends at least
vaccine: Current evidence supports either a one- or two doses and optimally three
two-dose schedule to be used in the primary target 588 doses for immunocompromised
population, with comparable efficacy and duration populations, including HIV4+ girls.

of protection.

©® Workplan

Ensure workplan revisions include assumptions for refresher training, enhanced community
sensitisation and/or social mobilisation and demand generation, and activities for the dosing schedule
change, if applicable.

© Budget considerations

Countries applying for delayed MAC will be eligible to receive an adjustment of their Ops grant
(see section 2.3 Gavi support for new vaccine introductions, campaigns and optimisation).

Countries switching the ongoing HPV routine vaccination schedule to a single dose or an alternative
product while implementing the MAC vaccinations are eligible for a Switch Grant (see section 2.5).
Ops and Switch Grants cannot be used to cover the same activities, and budgets should clearly
indicate the source of funding used for planned activities.

Budgets submitted should summarise all planned activities and expenditures, identifying the source
of funds, those from Gavi and domestic resources or other funds, and the synergistic use of all
funds identified.

The same budget guidance provided for new HPV vaccine introductions should be applied for
delayed MAC budgets.


https://www.gavi.org/news/document-library/hpv-implementation-plan
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@ HPV vaccination schedule or product switch
C.1 Eligibility
Countries that have already introduced HPV into their routine programme are eligible.

New HPV vaccine introductions that are using a single-dose schedule are not eligible for a Switch Grant for
a schedule switch..

C.2 Type of support available

* Switch Grant: Switching product or presentation of the HPV vaccine, Gavi provides US$ 0.80 per
targeted girl in the routine cohort or a lump sum of US$ 30,000, whichever is higher.

* HSS support: Countries are encouraged to use their HSS grants to complement the funds provided
under the Switch Grant to support the sustained implementation of the HPV vaccine programme. Further
information on allowable and encouraged HSS support is detailed in the Programme Funding Guidelines.

* TCA support: Targeted Country Assistance from in-country, regional and/or global partners to support
the planning and implementation of an HPV vaccination schedule switch is available. Countries are
encouraged to contact their Gavi Senior Country Manager for guidance and instructions.

C.3 Planning for Gavi support

Countries that currently have the HPV vaccine on the national immunisation schedule and considering
switching the HPV vaccination schedule from two doses to a single dose, or considering switching to an
alternative HPV vaccine product, should review the “Gavi support for vaccines optimisation and switches”
section of this document for the detail on planning considerations.

In brief, the switch must be supported by the country NITAG or its equivalent, the timing should minimise
disruptions to the activities of the current HPV vaccination programme, and the switch should provide a
positive impact on programme outcomes (such as increased coverage), programme sustainability (easing
health system burden and reducing costs), and vaccine use and supply.

All countries planning a switch to their HPV vaccine dosing schedule or product are required to notify Gavi of
their intention, regardless of whether they are seeking a Switch Grant for financial support. Countries should
contact their Gavi Senior Country Manager for guidance and instructions.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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© HPV vaccination coverage improvement

D.1 Eligibility

Countries currently providing the HPV vaccine as a part of the national immunisation programme are eligible.

D.2 Types of support available

» HSS support: Countries currently providing HPV vaccine as a part of the national immunisation
programme are encouraged to use Gavi HSS funds to support coverage improvement and strengthen
sustainable delivery of HPV vaccines.

Countries should consult the HPV Annex of the Programme Funding Guidelines for further detail on
recommended and allowable activities and contact their Gavi Senior Country Manager for further detail
on available HSS funding.

* TCA support: Targeted Country Assistance from in-country, regional and/or global partners to support
the planning and implementation of HPV vaccine coverage improvement activities switch is available.
Countries are encouraged to contact their Gavi Senior Country Manager for guidance and instructions.


https://www.gavi.org/news/document-library/gavi-programme-funding-guidelines
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3.8 Human rabies vaccine for
post-exposure prophylaxis
2> POST-EXPOSURE PROPHYLAXIS VACCINE

Vaccine-specific mandatory application attachments

iiE Access full
: o : library of Gavi
(J Human rabies vaccine introduction plan (HRVIP) \3 guidelines

(] Vaccine activities workplan

(] Completed Gavi budget template
Detailed
product profiles

WHO recommendations
WHO recommendations for rabies post-exposure prophylaxis (PEP) include extensive and thorough wound

washing at the rabies virus exposure site, rabies immunoglobulin (RIG) administration (if indicated) and
administering a course of several doses of the rabies vaccine.

@ Key resources and references

e Rabies vaccines: WHO position paper — April 2018

e \WHO Guide to introducing human rabies vaccine into national immunization programmes
e \WHO Expert Consultation on Rabies: WHO TRS N°1012

Available Gavi support

* Gavi provides incremental support (in addition to existing domestic funding) for improving access to
rabies PEP vaccine in alignment with the WHO recommendations.

e Gavi support covers the following in line with the co-financing policy:

o Vaccine procurement and associated supplies (e.g. injection safety devices).

o Vaccine Introduction Grants (VIGs)'® — Financial support for activities to facilitate the introduction
of the rabies PEP vaccine as described in section 2.3.

e Other Gavi support — Countries are encouraged to utilise the full range of Gavi support, including
Health Systems Strengthening (HSS) grants (within the existing ceiling after accounting for other
programmatic priorities), Targeted Country Assistance (TCA) and, where applicable, Equity Accelerator
Fund (EAF) grants to strengthen the delivery of rabies PEP vaccination.

16 The formula for estimation of the VIGs uses the birth cohort despite this being much less than the population at risk. This has been permitted to allow countries to
sufficiently address costs of pre-introduction activities.


https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://apps.who.int/iris/bitstream/handle/10665/272371/WER9316.pdf
https://www.who.int/publications/i/item/9789240052499
https://www.who.int/publications/i/item/WHO-TRS-1012
https://www.gavi.org/news/document-library/template-human-rabies-vaccine-introduction-plan
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* Gavi supports the procurement and delivery of rabies vaccines for PEP vaccination only. Procurement
and delivery of vaccines for pre-exposure prophylaxis (PrEP) and RIG is not currently supported,
nor is rabies vaccine for dogs and other animals.

Key considerations for Gavi support and requirements

Applications for Gavi support for rabies PEP vaccine must include a Human rabies vaccine introduction plan
(HRVIP). The application and the HRVIP will be reviewed by the Independent Review Committee (IRC), which
will make a recommendation to Gavi on whether to fund the country plan. For a successful review, the
HRVIP should follow the outline and consider all elements mentioned in the HRVIP.

The HRVIP should specifically address the following:

Commitment to comprehensive rabies control

The full impact of the investment in human rabies PEP vaccine depends on the scaling up of other rabies
control interventions, including enhanced surveillance and routine mass dog vaccination campaigns.
Therefore, applications are required to demonstrate the country’s commitment to comprehensive
rabies control. It is strongly recommended that the multi-year HRVIP is based on a national rabies control
strategic plan that exhibits complementary multi-sectoral rabies control activities. If available, the national
rabies control strategic plan should be submitted together with the first application for multi-year Gavi
support for the rabies PEP vaccine. The national rabies control strategic plan should include long-term
investments to control rabies in dogs in the country, be validated by the competent national authorities, and
be required for approval of subsequent applications. Countries should use the support available through
other partners to establish and finalise comprehensive rabies control programmes and develop feasible,
sustainable and economically scalable strategic plans. Partner organisations available to provide support
include the United Against Rabies (UAR) Forum, the International Rabies Taskforce (IRT), and members

of the Tripartite: World Organisation for Animal Health (WOAH, formerly OIE), the Food and Agriculture
Organization of the United Nations (FAO) and WHO.

Rabies is a transboundary disease, and evidence suggests that coordination of mass dog vaccination and PEP
improves the prospect of elimination of the disease. Countries are encouraged to explore cross-border
collaboration with neighbours in their planning.

Intersectoral coordination

Countries are required to provide evidence of an intersectoral “One Health” coordination

platform that incorporates rabies control stakeholders at the national level, including experts from the
Expanded Programme on Immunization (EPI), primary healthcare (PHC), partners promoting community
awareness about dog bite management, water, sanitation and hygiene (WASH), environmental health,

dog management, animal health, and other stakeholders relevant to the national context. It is strongly
encouraged that these structures be established at subnational and community levels, such as district-level
zoonotic committees.

Current rabies vaccination programme

Country applications highlight describe current human rabies vaccination services, including domestic
funding committed to the programme.


https://www.unitedagainstrabies.org/
https://rabiestaskforce.com/
https://www.woah.org/en/home/
https://www.fao.org/home/en/
https://www.fao.org/home/en/
https://www.who.int/activities/human-rabies-prevention-and-management
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Vaccination schedules

WHO recommends either intradermal (ID) or intramuscular (IM) administration of rabies vaccine. The WHO
recommended ID schedule is 0.1ml in two sites on days 0, 3 and 7 and that for IM is Tml on days 0, 3, 7 and
between days 14-28. Countries are required to indicate in their applications whether they have a policy
that allows for ID vaccination and, where unavailable, describe plans for making the necessary change.
Countries are strongly encouraged to transition from IM to ID schedules and use Gavi VIGs support for
this including for relevant training of healthcare workers (HCWs). Countries are required to submit their
detailed training plans as part of their HRVIP.

RIG

WHO recommends RIG for category 3 bites. Gavi support does not cover RIG, but countries must
describe how they will scale up access to RIG in their applications.

Services integration

Country plans must describe how delivery of the rabies PEP vaccine will be organised and
integrated with PHC services, including other immunisation services as relevant to their context. This
could include strategic positioning and storage of rabies vaccine doses in the health system, ordering and
timely on-demand supply of vaccine doses to where PEP vaccination is needed. Arrangements for moving
patients to where rabies PEP vaccination is available, individual records of doses received, and follow-up of
patients to ensure they complete the prescribed vaccination should be ensured.

Integrated bite case management (IBCM)

Increased awareness and effective national implementation of IBCM are central to increasing access to and
uptake of rabies PEP vaccination. Applications are required to describe how community awareness about
IBCM will be raised and how community health workers’ (CHWs) and HCWSs' knowledge and practices

of IBCM will be improved. This could include ensuring that health workers can easily access advice and
instructions on managing bite cases through standard operating procedures (SOPs), frequently asked
guestions (FAQs) and hotlines.

Access to rabies vaccination may be negatively affected if user fees are charged for complimentary services
to manage bites/scratches, such as antibiotics, wound dressings and tetanus toxoid injections. In their
applications, countries must describe how this barrier will be addressed.

Equitable access and use

Social and cultural norms, differences in ethnic and economic status and the unequal status of women
in many societies can reduce access to rabies PEP vaccination. Country applications must describe how
equitable access to rabies PEP vaccination will be ensured. This should include how to achieve
geographical equity, equitable access for disadvantaged ethnic and socioeconomic groups, and how to
overcome gender barriers through gender-responsive programme design.

Section 2.2 provides further considerations on addressing socioeconomic inequities and gender-related
barriers to achieve equity in immunisation.

Children, in particular boys, are disproportionately affected by rabies, and applications must describe
interventions for improving IBCM and increasing PEP vaccination rates among children. Interventions could
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include targeted health education on dog bite prevention and awareness about the importance of timely
management of dog bites. Countries could consider integrating dog bite prevention and IBCM into school
health programmes and promoting social and behaviour change (SBC) through social and mass media.

Dog abandonment is often increased in areas experiencing conflict and instability, which can result in an
increased risk of rabies. Country applications must describe how they will ensure rabies PEP vaccine access
in these areas as needed.

Opportunistic PrEP vaccination

Animal handlers and other veterinary workers are at increased risk of occupational exposure to rabies.
Country plans must describe how groups and individuals with occupational exposure will be protected
against rabies. Countries could consider using excess vaccine doses (residual open vial vaccine from ID
vaccination and vaccine approaching expiry date) for PrEP vaccination of high-risk groups.

Technical assistance and HSS

Applications must describe the country’s technical assistance needs for vaccine introduction and scale up.
Additionally, applications must describe how countries will use support for the introduction of the rabies
vaccine programme to further strengthen their health systems.

Vaccine monitoring and programmatic reporting

Country applications must describe plans to expand and strengthen existing EPI data systems to ensure
accurate rabies vaccine programme data recording, reporting and analysis. Reporting for the rabies vaccine
programme should follow the current Gavi reporting guidelines.

Rabies surveillance

Human and animal rabies cases are under-diagnosed and under-reported. Countries must describe how
they will strengthen their human and dog rabies surveillance, including identification of suspected
rabies cases (in humans and dogs), laboratory investigation and case history assessment. Countries are
strongly encouraged to implement IBCM to enhance the quality of data collection and minimum data
elements for monitoring and evaluating national rabies control programmes. VIGs can be used to capacitate
HCWs to effectively conduct IBCM surveillance activities like performing risk assessments.

Post-introduction evaluation (PIE)

WHO recommends that any new vaccine introduction be assessed with the next scheduled EPI programme
review or other evaluation opportunities instead of a standalone evaluation after its introduction. However,
given the uniqueness of rabies PEP delivery, countries may still wish to conduct such an evaluation or
smaller-scale assessments 6-12 months after introduction to evaluate the impact and identify problems for
corrective action. VIGs can be used for PIEs.

Co-financing calculation

For the rabies PEP vaccine, the co-financing calculation will be estimated based on doses delivered (1ml vials)
and not based on fractional doses used.


https://www.unitedagainstrabies.org/uar-best-practice/minimum-data-elements/
https://www.unitedagainstrabies.org/uar-best-practice/minimum-data-elements/
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Budget and financial reporting

Countries must submit a vaccine introduction activities workplan and complete a Gavi budgeting template
with their applications. The proposed budget must follow the current Gavi budgeting guidelines and use
similar activity costs as used in existing Gavi grants to the extent possible, except for situations where

such costs are considered misaligned with current or future assumptions. In addition, countries should
provide information on any external support received or committed other than that requested from

Gavi. The verification of the information provided will be reviewed by the assurance provider — a reliable
and independent entity with the appropriate skills and understanding of the programme. Gavi support,
being incremental, should not displace existing domestic funding, and applications must include a signed
commitment letter from the Ministry of Finance stating that domestic funding levels for the existing human
rabies vaccination programme will be maintained or increased.

Applications should provide an indication of country readiness and commitment to meet co-financing
obligations by having their applications signed off by:

e Minister of Health (or their delegated authority); and

e Minister of Finance (or their delegated authority).
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-> CATCH-UP VACCINATION FOR MISSED CHILDREN
DUE TO GLOBAL SUPPLY CONSTRAINTS

-> ADDITION OF SECOND-DOSE INACTIVATED POLIO
VACCINE (IPV) INTO ROUTINE SCHEDULE

Vaccine-specific mandatory application attachments

iiE Access full
) S library of Gavi
For catch-up vaccination 3 guidelines

(| Letter from Ministry of Health

(] Campaign plan of action for second-dose introduction

Detailed

(J IPV switch form product profiles

WHO recommendations

WHO recommends that countries with delayed inactivated polio vaccine (IPV) introduction or stock-outs
should prepare for the catch-up vaccination of children who could not receive IPV in the routine schedule
due to supply constraints from 2016 to 2019. SAGE emphasised that IPV catch-up vaccination activities are
necessary, should be conducted as soon as the supply allows and should be prioritised according to the risk
criteria developed by the programme.

WHO recommends introducing a second IPV dose in all countries that currently administer one IPV dose
and bivalent oral polio vaccine (bOPV) in their routine immunisation schedules. The preferred schedule is

to administer the first IPV dose at 14 weeks of age (with diphtheria, tetanus toxoid and pertussis (DTP3)/
pentavalent3) and to administer the second IPV dose at least four months later (possibly coinciding with
other vaccines administered at nine months of age). This schedule provides the highest immunogenicity and
may be carried out using full-dose IPV or fractional intradermal IPV (fIPV) without loss of immunogenicity.

SAGE added that countries might consider alternative schedules based on local epidemiology, programmatic
implications and feasibility of delivery. As an alternative to the preferred schedule, countries may choose an
early IPV schedule starting with the first dose at 6 weeks of age (with DTP1/Penta1) and the second dose

at 14 weeks (with DTP3/Penta3). This alternative schedule offers the advantage of providing early-in-life
protection; however, there is a lower total immunogenicity achieved. If this schedule is chosen, full-dose IPV
should be used rather than fIPV due to the lower immunogenicity of fIPV at early ages. Regardless of the
two-dose IPV schedule used, the introduction of the second IPV dose would not reduce the number of bOPV
doses used in the routine immunisation schedule.

@ Key resources and references

Polio and inactivated polio vaccine

e WHO website on poliomyelitis

e Global Polio Eradication Initiative (GPEI)

e GPEl gender equality strateqgy

e |PV support page on Gavi website



https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/ipv-switch-form
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/poliomyelitis-(polio)
https://polioeradication.org/
https://polioeradication.org/gender-and-polio/gender-and-polio-eradication/
https://www.gavi.org/types-support/vaccine-support/inactivated-polio-vaccine
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@ Key resources and references (continued)

Routine vaccination and IPV2

e \WHO SAGE recommendation on IPV second dose (October 2020)
e WHO FAQ on IPV2 (April 2021)

* [PV switch request form (EN | FR | RU) (April 2021)

e WHO Use of fractional dose IPV in routine immunization programmes (April 2017)

IPV catch-up vaccination

e WHO SAGE recommendation on catch-up vaccination (October 2016)

Available Gavi support

As part of the Global Polio Eradication Initiative (GPEI), the Vaccine Alliance supports the introduction of
IPV in Gavi-supported countries. Initially, Gavi provided support for the introduction of one dose of IPV into
routine immunisation schedules starting in 2014.

Gavi continues to provide support for catch-up vaccination of missed children linked to the global
IPV supply situation and the introduction of a second dose of IPV (IPV2) into routine schedules.
Gavi currently supports IPV in 70 eligible and transitioned countries until the certification of polio
eradication. These countries continue to be exempt from the co-financing obligation of IPV.

© Catch-up vaccination of missed children:

e Target population: In line with SAGE recommendations, Gavi supports the vaccination of children
missed due to global supply constraints from 2016 to 2019. Between the switch from trivalent to
bivalent oral poliovirus vaccines (OPV) and the delayed introduction of one dose of IPV in routine
schedules, an estimated 42 million children missed their first dose of IPV and remained unprotected
against poliovirus type 2.

e Countries are recommended to vaccinate these children and are eligible to receive appropriate
quantities of vaccines for the administration of one full dose or two fractional doses of IPV, as well as
operational cost support to cover some of the costs associated with the activity.

© Introduction of IPV2 into routine schedules:

* Target population: All children should receive IPV2 at 14 weeks or 9 months.

e Countries are eligible for a schedule switch grant of up to US$ 0.25 per infant in the birth cohort in
the year of introduction (or a lump sum of US$ 30,000, whichever is higher).


https://apps.who.int/iris/bitstream/handle/10665/337100/WER9548-eng-fre.pdf?ua=1
https://eur01.safelinks.protection.outlook.com/?url=http%3A%2F%2Fclick.gavi-vaccinealliance.org%2F%3Fqs%3D872c12223625e224f5180c2d768a1b313f7e32f6ab2fc431b0f78494f8122d2281cadb57ce0d79f79aace882d4683e0a&data=04%7C01%7Cyfolly%40gavi.org%7C6c40b63f7a0b42a8ef3408d900317553%7C1de6d9f30daf4df6b9d65959f16f6118%7C0%7C0%7C637541034694759708%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=JJ%2FkuOGmuWQUL1ULKWtvJ9mSIBoAra1Syo7%2FWJs6h50%3D&reserved=0
https://www.gavi.org/news/document-library/ipv-switch-form
https://www.gavi.org/fr/actualites/librarie-de-documents/formulaire-de-demande-de-changement-pour-le-vpi
https://www.gavi.org/news/document-library/ipv-switch-form-russian
https://cdn.who.int/media/docs/default-source/immunization/tables/fipv-considerations-for-decision-making-april2017.pdf
http://apps.who.int/iris/bitstream/handle/10665/251810/WER9148.pdf?sequence=1
https://polioeradication.org/
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Catch-up vaccination of missed children due to global IPV supply constraints:

For the Gavi Secretariat to approve the additional quantities of doses intended to catch-up with the missed
cohort and for the UNICEF Supply Division to start delivering them, countries are requested to discuss the
approach with WHO and UNICEF counterparts in country and inform the focal points at the Gavi Secretariat
and UNICEF Supply Division of the approach and number of children targeted as soon as possible.

In addition, the following should be considered:

e The request should be made by submitting an official letter concerning the country’s decision to vaccinate
missed children. Gavi supports all appropriate strategies, from vaccination of missed cohorts through
routine immunisation systems to campaigns as per country decisions and in consultation with technical
partners. Irrespective of the delivery strategy, Gavi strongly encourages countries to integrate this activity
with other health interventions.

e A plan of action must be submitted, highlighting the key activities and addressing the approach and
ability to reach missed children. Include the following information:

o a clear definition and estimation of the target population of children missed, determined by the
effective date of introduction of IPV first dose. The planned start date should be at least 12 months
after submission;

o selected delivery strategy to vaccinate the missed cohorts, including the rationale for integration or
lack thereof with other health interventions, such as other Gavi-supported immunisation activities.
This needs to describe how these children will be identified and reached,

o choice of dosing (full or fractional) and preferred presentation; and

o any other relevant recommendation from National Immunisation Technical Advisory Groups (NITAGS)
or similar authority and consultation with WHO and other partners, such as an inter-agency
coordinating committee (ICC).

e Send documents to your Gavi Senior Country Manager.

Introduction of IPV2 into routine schedules:

The country should first inform the Gavi Secretariat and UNICEF Supply Division of its intention to add IPV2
to the routine schedule. Preferably, the approach to introducing IPV2 has previously been discussed with

WHO and UNICEF counterparts. In addition, please consider the following specific guidance:

e The country should consult the WHO FAQ on IPV2 and complete the PV switch form for submission to
the Gavi Secretariat.

e The planned date of IPV2 introduction into the routine immunisation schedule should be carefully
considered (at least 12 months after the date of the application).

e The estimated target population for IPV2 should align with that of other vaccines administered during the
same contact and based on SAGE recommendations and historical evidence.

e The NITAG should provide contextual information such as local epidemiology, programmatic implications
and feasibility of delivery to justify the selected IPV2 schedule.


https://eur01.safelinks.protection.outlook.com/?url=http%3A%2F%2Fclick.gavi-vaccinealliance.org%2F%3Fqs%3D872c12223625e224f5180c2d768a1b313f7e32f6ab2fc431b0f78494f8122d2281cadb57ce0d79f79aace882d4683e0a&data=04%7C01%7Cyfolly%40gavi.org%7C6c40b63f7a0b42a8ef3408d900317553%7C1de6d9f30daf4df6b9d65959f16f6118%7C0%7C0%7C637541034694759708%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=JJ%2FkuOGmuWQUL1ULKWtvJ9mSIBoAra1Syo7%2FWJs6h50%3D&reserved=0
https://www.gavi.org/news/document-library/ipv-switch-form
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2 ROUTINE INTRODUCTION
- ROUTINE INTRODUCTION WITH CATCH-UP CAMPAIGN

Vaccine-specific mandatory application attachments Access full
(J New vaccine introduction plan and campaign plan of action iiE\ l'bfary. of Gavi
guidelines

(merged into one document)

Detailed
product profiles

WHO recommendations

WHO recommends that the most effective immunisation strategy in
Japanese encephalitis (JE) endemic settings is a one-time catch-up

campaign targeting at-risk populations, followed by incorporating
JE vaccines into the national routine immunisation schedule.

Japanese Encephalitis VVaccines:
WHO position paper

Available Gavi support

Gavi provides support for the introduction of the JE vaccine . .
. . - . e Gavi does not provide
into the routine immunisation schedule, with an initial

h ian f <k o that h support for JE outbreaks
catg -up campaign for at-ris coun.trlest at have no.t yet or epidemic responses.
applied for JE vaccine support. Countries that have previously
conducted campaigns may also apply for support under the
following circumstances:

 if surveillance data identify a new area of risk not previously targeted by a campaign (with or without
Gavi support);

e if the previous campaign was conducted without incorporating JE vaccination into the routine
programme afterwards. In such instances, the country may apply for Gavi support for unreached cohorts
between 9 months and 14 years old; and

 if the previous campaign was conducted for a portion of the population over 14 years old. This includes
campaigns done using donated vaccines. The country may apply for the remaining target age group up
to 14 years.

Countries establishing surveillance systems with sufficient data to warrant the introduction or expansion of
JE vaccination are encouraged to apply even though new at-risk areas may be identified in the future.

Introduction in routine, with catch-up campaign
e Target population guidance for Gavi support

o For routine: surviving infants 12 months of age in the year of introduction
o For catch-up campaign: 9 months to 14 years


https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.who.int/publications/i/item/japanese-encephalitis-vaccines-who-position-paper
https://www.who.int/publications/i/item/japanese-encephalitis-vaccines-who-position-paper
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Planning for Gavi support
Key considerations:

¢ Focus on routine immunisation

o Introduction of the vaccine into the routine immunisation schedule may be nationwide or subnational/
regional as warranted by the epidemiological context.

o Countries will need to provide plans to introduce JE vaccination into the routine immunisation schedule
following the completion of the catch-up campaign to ensure good coordination between the campaign
and routine introduction planning. These plans should be reflected in the new vaccine introduction plan
(NVIP) and/or plan of action. These documents may be combined to minimise duplication.

* Targeting considerations

o Countries must describe the target population for the Gavi-supported campaign and routine
introduction based on the epidemiological information (see guidance and requirements section below).

o Reference should be made to a country’s target population for the measles vaccine first dose, as the JE
vaccine is usually co-administered at the same age.

o The geographical areas identified for introducing the JE vaccine in the routine should be, at the
minimum, the same areas as for the Gavi-supported campaign.

o For countries that previously conducted campaigns in geographical areas and/or age groups other than
those identified in the request for new support, evidence of such campaign areas, targets and coverage
must be provided.

Guidance and requirements
© Epidemiology and disease burden and description of the target population

Countries must provide the rationale for introducing the JE vaccine using available disease burden data. If
countries do not have national or sentinel JE and/or acute encephalitis syndrome (AES) data, they should
plan to establish systems or conduct studies to collect this data. These activities should be reflected in the
JE vaccine introduction plan. The epidemiological rationale should include:

e JE data from the JE/AES surveillance system, including the definition of the geographical extent of
high-risk areas for JE; and

e reports on outbreaks or clustering of cases in the past three years; or
* in the absence of data from JE/AES surveillance, data from rapid assessments and/or argumentation

on environmental and biological plausibility.

© JE surveillance indicators

If available, countries should provide information on the following indicators of the quality of JE
surveillance for at least two years before requesting new support for JE:

e reporting rate at the national level: (number of reported AES cases per 100,000 population); and

 laboratory confirmation rate (% of tested AES cases that were JE IgM-positive).
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© JE vaccine-related key information to be captured in the NVIP and/or campaign
plan of action

To ensure good coordination between the JE vaccine catch-up campaign and routine introduction
planning, the NVIP and/or plan of action should include the following:

* Vaccination strategy: A comprehensive vaccination strategy for the introduction of the JE vaccine,
including a description of:

o the initial JE vaccination campaign, including the planning process and plans to reach missed
communities; and

o an implementation plan for the smooth transition to the routine immunisation programme, which
specifies geographical extent, the timing of routine introduction and projected coverage.

e Surveillance: A description of the following surveillance activities:

o AES/JE surveillance: status of reporting system, the existence of a national laboratory for
confirmation of JE, data management, or, if not in place, plans to establish AES surveillance; and

o adverse event following immunisation (AEFI) surveillance: status of the reporting system,
awareness of health care workers on AEFI reporting, AEFI data management, the status of AEFI
expert committee.

e Communication strategy: The communication strategy for the introduction of the JE vaccine and
conducting the campaign.

* Vaccine coverage monitoring and reporting: This should include a description of plans to track
individual vaccination status.

e Estimated date for introduction: Under the NVIP, countries must provide the estimated date for
the introduction into the routine programme, with appropriate plans to ensure no cohorts are missed.
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- ROUTINE INTRODUCTION

Vaccine-specific mandatory application attachments Access full
(] New vaccine introduction plan (NVIP) with details on planned iii\ gzirg;)(igzgiaw

introduction approach

(] Completed Gavi budget template

Detailed
product profiles

WHO recommendations

WHO recommends the use of malaria vaccines for the prevention of P. falciparum malaria in children living
in malaria-endemic areas, prioritising areas of moderate and high transmission.’” Malaria vaccines should be
provided in a schedule of four doses'® in children from around 5 months of age™ to reduce malaria disease
and burden.

Countries may consider providing the vaccine using an age-based or seasonal administration or a hybrid

of these approaches in areas with highly seasonal malaria or perennial malaria transmission with seasonal
peaks. A fifth dose, given one year after the fourth dose, may be provided in areas of highly seasonal
transmission and may be considered in other areas — depending on a local assessment of feasibility and cost-
effectiveness — where a significant malaria risk remains for children.

While WHO recommends that areas of moderate and high transmission be prioritised, countries may also
consider providing the vaccine in low-transmission settings. Decisions on expanding malaria vaccination to
low transmission settings should be considered at country level on the basis of the overall malaria control
strategy, affordability, cost-effectiveness and programmatic considerations such as whether the inclusion of
such areas would simplify delivery.?°

@ Key resources and references

e Technical resources on malaria vaccine introduction
e World Malaria Report 2023

e WHO position paper on the malaria vaccine

7 TechNet-21, “Malaria vaccine introduction — technical resources”. https:/www.technet-21.org/en/topics/programme-management/malaria-vaccine.

'8 A fifth dose, given one year after dose four, may be considered in areas where there is a significant malaria risk remaining for children one year after receiving dose four.
' Countries may choose to give the first vaccine dose earlier than 5 months of age on the basis of operational considerations to increase coverage or impact.

20 Moderate- to high-transmission settings are defined as areas with P. falciparum parasite prevalence greater than 10% or an annual parasite incidence greater than 250
per 1,000 [WHO guidelines for malaria, 16 October 2023. Geneva: World Health Organization; 2023 (WHO/UCN/GMP/ 2023.01 Rev.1)]. These thresholds are indicative
and should not be regarded as absolutes for determining applicability of the malaria vaccine recommendation.


https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.technet-21.org/en/topics/programme-management/malaria-vaccine
https://www.who.int/teams/global-malaria-programme/reports/world-malaria-report-2023
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.who.int%2Fpublications%2Fi%2Fitem%2Fwho-wer-9919-225-248&data=05%7C02%7Crlefevre%40gavi.org%7C6b6af153bbc94aae47df08dc892954f5%7C1de6d9f30daf4df6b9d65959f16f6118%7C0%7C0%7C638536057842792796%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=yB4oD9VdUBXG5QRxSoHHMHSgxiQUnJqvI7z%2Fo3SNAoU%3D&reserved=0
https://www.technet-21.org/en/topics/programme-management/malaria-vaccine
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Countries planning to newly introduce the malaria vaccine
Available Gavi support

Gavi is currently able to provide support for malaria vaccine use only in areas with moderate and high

P falciparum malaria transmission. In consideration of Gavi's upcoming strategic funding cycle, Gavi support
can cover the vaccine needs for up to 85% of children targeted in moderate and high-transmission settings.
Requests for Gavi support for vaccine introduction in areas of lowP falciparum malaria transmission may be
considered in the future if:

1. there is sufficient, Board-approved funding available to support the requests through the malaria vaccine
programme in the Gavi 6.0 (2026-2030) strategic period; and

2. subnational tailoring of malaria control interventions has taken place in the respective country/countries
that support the introduction of the malaria vaccine in low-transmission areas.

Gavi's funding support covers the introduction of the vaccine into the routine immunisation programme using
a four- or five-dose schedule. Countries with populations in areas with highly seasonal malaria transmission or
perennial malaria transmission with seasonal peaks may apply for Gavi funding support to deliver the vaccine
using an age-based, seasonal or hybrid delivery strategy in line with WHO recommendations.

Further, countries are required to describe how the malaria vaccine was considered as part of a mix of
malaria control interventions. This description will inform Gavi's funding support and should be accompanied
by their national malaria strategic plan (or addendum to the plan) that describes the use mix of malaria
interventions used in the country.

Implication to countries: In developing applications for Gavi vaccine funding support, countries

are requested to consider how the malaria vaccine will be used in areas of moderate to high malaria
transmission in line with 1) their national malaria strategic plan (or addendum addressing the malaria
vaccine) and 2) WHO guiding principles for prioritising malaria interventions in resource-constrained country
contexts to achieve maximum impact. Countries must describe their malaria epidemiology and define the
number of eligible children in moderate to high malaria transmission areas to be targeted. Current WHO
guidance defines moderate to high malaria transmission settings as those with:

e an annual incidence greater than 250 cases per 1,000 population; or

e a prevalence of P falciparum infection in children (PfPR) of approximately 10% or more.

Vaccine selection and co-financing implications for countries

WHO has recommended and pre-qualified two vaccines for the prevention of P. falciparum malaria in
children living in malaria-endemic areas, RTS,S/AS01 (RTS,S) and R21/Matrix-M (R21). Countries approved
to introduce the malaria vaccine will be matched with one of the two vaccines, based on the following
principles: country preference and affordability, minimizing the need for product switches, minimizing
introduction delays and maintaining a health market.

Gavi's exceptional, time-limited co-financing approach for malaria vaccine will apply to both RTS,S and R21.

21 Given differences in product-specific availability, countries’ first product preference may not always be met. The exceptional time-limited approach to malaria vaccine
financing approved in December 2022 will be reviewed by the Programme and Policy Committee no later than 2027. The Secretariat will return to the Programme and
Policy Committee on malaria co-financing should market conditions change significantly.
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Summarised below are the co-financing implications for countries in different co-financing transition phases.?'

e For initial self-financing countries, the country contributes US$ 0.20 per dose, with no annual increase.
This is applicable for both RTS,S and R21 (i.e. the country will pay US$ 0.20 per dose irrespective of
the vaccine used by the country).

e For preparatory transition countries, the country contributes US$ 0.20 per dose in the first year of
introduction. This amount increases by 15% annually. This is applicable for both RTS,S and R21 (i.e.
the country will pay US$ 0.20 per dose in the first year and US$ 0.23 per dose in the second year, with
contributions increasing by 15% annually, irrespective of the vaccine used by the country).

* For accelerated transition countries, the country contributes 20% of the vaccine price in the first year
of introduction. This co-financing increases by 10 percentage points annually (i.e. 20% first year, 30%
second year and so on). The country should reach 100% co-financing after eight years. At currently
awarded prices, countries in accelerated transition would pay less for R21, as the co-financing share is
directly linked to vaccine price. A higher-priced vaccine results in higher co-financing.

Available financial support: Vaccine Introduction Grants

Gavi provides Vaccine Introduction Grants (VIGs) to facilitate a vaccine’s timely and effective introduction
into the routine immunisation programme. If the country adopts a phased approach for vaccine roll-out, the
VIG is calculated based on the target birth cohort for each phase, without minimum lump sum for phases
subsequent to the initial introduction.

Countries may choose to introduce the vaccine to the eligible administrative areas in a single phase or may
phase the introduction into two or more phases. The following table outlines how the VIG will be calculated
in relation to the different introduction approaches:

Vaccine Introduction Grants (VIGs)

Approach to vaccine

introduction Roll-out phase VIG amounts
Single phase Single phase A lump sum of US$ 100,000 or an amount calculated on
introduction to the target population of age-eligible children (estimated as
entire eligible target either annual birth cohort or number of surviving infants),
population whichever is higher.

The calculated VIG amount is, depending on the country’s
transition status, US$ 0.80/0.70/0.60 per infant in the
annual target population of age-eligible children of the
administrative area covered.

For example, for a country in the “initial self-financing”
(transition) stage, it is US$ 0.80 per infant in the annual
target population of age-eligible children of the area
covered.
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Vaccine Introduction Grants (VIGs)

Approach to vaccine

introduction

Roll-out phase

VIG amounts

Phased introduction

Phase one (if phased
approach)

The first introduction
of the malaria
vaccine into a
country’s routine
immunisation
programme

A lump sum of US$ 100,000 or an amount calculated
based on the target population of age-eligible children
(estimated as either the annual birth cohort or the number
of surviving infants), whichever is higher.

The calculated VIG amount is, depending on the country’s
transition status, US$ 0.80/0.70/0.60 per infant in the
annual target population of age-eligible children in the
subnational area covered in phase one.

For example, for a country in the “initial self-financing”
(transition) stage, it is US$ 0.80 per infant in the annual
target population of age-eligible children in the subnational
area covered.

Subsequent phases
(if applicable)
Expanding provision
of the malaria
vaccine into
additional areas

Calculated VIG amount is, depending on the country’s
transition status, US$ 0.80/0.70/0.60 per infant in the
annual target population of age-eligible children in the area
covered in the phase.

Guidance, considerations and requirements

Countries must pay attention to the guidance and considerations outlined to apply for the introduction of
malaria vaccine through Gavi support.

Overarching requirements

Applications need to demonstrate the following:

e Confirmation of the country’s decision to introduce the malaria vaccine, for example, Ministry of Health
signoff, as well as NITAG meeting minutes and immunisation Inter-agency Coordination Committee

(ICC) minutes.

e The existence or planned establishment of a joint immunisation-malaria coordination mechanism that
brings together national immunisation and malaria control programmes.

e Plans that appropriately consider vaccines within broader malaria prevention and control efforts and
prioritise interventions based on local data, context and considerations.

* Integrated and multi-sectoral approaches where, as much as possible, the deployment of the malaria
vaccine uses existing health systems, including the existing routine immunisation systems.

e Strong community engagement to ensure vaccine acceptance and resilient demand.
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e Country readiness and commitment to meet co-financing obligations by having the applications signed
off by the Minister of Health (or their delegated authority) and Minister of Finance (or their delegated
authority).

e Information on the status of or plans for regulatory registration of RTS,S/ASO1 and R21/Matrix-M by the
national drug authority.

Malaria epidemiological and programmatic requirements

Countries need to consider and demonstrate how vaccines will be used in areas of moderate to high malaria
transmission in coordination with other malaria prevention and control interventions. Countries are required
to describe the malaria epidemiology, the use of other malaria prevention and control measures, and the
number of age-eligible children in areas of moderate to high malaria transmission to be targeted.

To facilitate the review of country applications submitted to Gavi for malaria vaccine introduction and
determine the extent of Gavi support, countries should quantify the target populations for malaria vaccine
introduction based on one of the two transmission thresholds (defined below). Countries should select the
basis for the target threshold (annual incidence or PfPR) based on their assessment of the data quality and
malaria transmission in their context. Countries are required to provide the following information to clearly
identify the target population to which the funding support application relates:

e Administrative area name (e.qg. district, local government area, zone de sante etc.) covered by
the application.

e Total number of age-eligible children (estimated as either annual birth cohort or number of surviving
infants) in the administrative area covered by the application.

e Number of age-eligible children (as defined above) residing in areas of moderate to high malaria
transmission (defined based on annual incidence or PfPR) within the administrative areas covered by
the application:

e Number of age-eligible children residing in areas of moderate to high malaria transmission (defined based
on PfPR of 10% or more in the administrative area); OR

e Number of age-eligible children residing in areas of moderate to high malaria transmission (defined based
on annual incidence greater than 250 cases per 1,000 population).

If possible, countries are also requested to provide a map of the moderate to high transmission areas within
the administrative areas covered by the application.

In demonstrating how malaria vaccine will be used as part of a mix of interventions with other malaria
control interventions, countries should provide an updated national malaria strategic plan or addendum
to the national plan. Countries that do not have these documents must describe how the malaria vaccine
is integrated with existing malaria control interventions and is incorporated as part of the country’s
immunisation strategy and national malaria strategic plan. The national malaria strategic plan, addendum
or description should explain the planned mix of malaria interventions and the criteria used to guide
decisions, any differences between the strategic and the budgeted plans for those areas, and the reasons
for those differences.
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Malaria vaccine programmatic requirements

Applications must demonstrate/provide the following information, which is typically articulated in the new
vaccine introduction plan (NVIP):

e A detailed introduction strategy that outlines the scope of vaccine introduction with prioritisation of areas
with moderate to high malaria transmission in line with the WHO recommendation.

* Description of preparatory activities required to enable vaccine introduction (e.g. training, social
mobilisation, etc.).

e Explanation of schedule choice and delivery modalities. Countries need to specifically demonstrate what
plans and systems they have (or will develop) to achieve high coverage and reduce drop-outs, given that
the vaccination time points for the malaria vaccine may fall outside of the time points provided in the
existing Expanded Programme on Immunization (EPI) schedule.

e Strategies that will be implemented to minimise vaccine wastage.

e Strategies that will be implemented to reduce vaccine dropout rates, focusing on minimising drop-out
between the third and fourth doses.

e Description of the country’s vaccine catch-up policy and how it will be applied to malaria vaccines, both
during the initial introduction period and throughout the ongoing delivery of the vaccine via the routine
immunisation programme. Countries may choose to allow for an expanded age range of eligibility for
the first dose of the vaccine (e.g. up to 24 months of age) at the time of introduction, regardless of the
vaccine schedule. This age range should be specified in the application with reference to the country’s
catch-up policy.

e Description of the country’s technical assistance needs for vaccine introduction and implementation.

e Confirmation of cold chain readiness. Countries need to provide an analysis of their cold chain capacity and
describe how that capacity will (or will be enhanced to) accommodate the malaria vaccine introduction.

e Description of how the routine immunisation programme and health system will be strengthened
to accommodate any additional work that malaria vaccine introduction will create, including, where
applicable, the need to provide the malaria vaccine at touch points (time points) not currently used in
routine immunisation.

e Description of how the potential impact of the vaccine introduction and additional vaccination time
points on the workload of the human resources for health will be managed.

e Description of the country’s risk communication and community engagement (RCCE) strategy to ensure
vaccine acceptance and resilient demand. The country’s community engagement strategy should include
community education on the vaccine, including the need to continue using other malaria control
interventions even after the rollout of the vaccine. If vaccine introduction is subnational or phased, the
Risk Communication and Community Engagement (RCCE) strategy should outline measures to manage
perceptions of selective and inequitable access.

e Description of country plans on the development of training materials for health workers and
information, education and communication materials; adaptation, printing and distribution of revised
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routine monitoring and reporting tools for use in facilities; distribution method of vaccines and injection
supplies; training of health officials and healthcare workers; and information, communication and social
mobilisation of malaria vaccination activities.

e A post-introduction monitoring and learning plan. This should describe how the introduction of the
malaria vaccine will be monitored, including estimated coverage and vaccine stock levels, and how
lessons from the introduction will be used to inform future vaccine implementation.

e How the malaria vaccine will be used as part of a mix of interventions, including existing malaria control
interventions and as part of the country’s national immunisation strategy and national malaria strategic
plan. Countries should provide an updated comprehensive multi-year plan for immunisation, national
immunisation strategy, national malaria strategy or addenda to these documents if these exist and
are updated. Countries that do not have these documents must describe how the malaria vaccine is
integrated as part of a mix of interventions, including existing malaria control interventions and as part of
the country’s immunisation strategy and national malaria strategic plan (see Malaria epidemiological and
programmatic requirements).

Health system consideration

Applications need to include the following health systems and health systems strengthening (HSS)
considerations:

e Description of how the primary healthcare system will be strengthened by and accommodate the
introduction of the malaria vaccine by:

o Leveraging new malaria vaccine touch points to catch up children who may have missed other
vaccinations or to provide other primary healthcare interventions.

o Attaining high coverage for dose four, which is administered in the second year of life (2YL) and other
2YL interventions.

o Linking seasonal delivery strategies (if the country proposes any seasonal delivery strategies) to other
malaria and/or primary healthcare interventions.

e Description of how Gavi Health System Strengthening (HSS) funds (if indicated in the budget) are/will
be leveraged to strengthen the health system and linkages between malaria vaccine and other malaria
prevention and control interventions.

Zero-dose and missed communities considerations

Applications need to reflect the following:

e Consideration of differentiated delivery strategies to reach missed communities and zero-dose children.
Countries need to describe how they plan to introduce the malaria vaccine to reach zero-dose children
with vaccines available through the EPI.

e Reference the identify, reach, monitor, measure and advocate (IRMMA) framework to reach missed
communities and zero-dose children.

 |dentification of gender-related barriers to immunisation and demonstrate gender-responsive
interventions to address these barriers.

e Describe the role of the vaccine in extending the reach of current health services (e.g. using the demand
for malaria vaccine to offer other health services and support catch-up vaccination).



Vaccine Funding Guidelines o 6

3.12 Measles vaccine and
measles-rubella vaccine

- RUBELLA-CONTAINING VACCINE (RCV) ROUTINE INTRODUCTION
AS MEASLES-RUBELLA (MR) WITH MR CATCH-UP CAMPAIGN

-> MEASLES OR MR SECOND DOSE (MCV2) ROUTINE INTRODUCTION

-> MEASLES OR MR FOLLOW-UP CAMPAIGN

- SWITCH FROM MCV 10-DOSE TO 5-DOSE

Vaccine-specific mandatory application attachments Access full
iiE\ library of Gavi

RCV introduction with MR catch-up campaign: guidelines

(] New vaccine introduction plan

(J Campaign plan of action (can be merged)

Detailed

Measles or MR second dose routine introduction: .
product profiles

(] New vaccine introduction plan

Measles or MR follow-up campaign:

(] Campaign plan of action

Switch from MCV 10-dose to 5-dose:

(J MCV 10-dose to 5-dose vial switch request form

WHO recommendations

WHO recommends?? that all children are reached with two doses of measles-containing vaccine
(MCV) through routine immunisation to obtain high population immunity and thus achieve the high
immunity threshold required for measles (i.e. more than 95% coverage with two doses).

e All countries should thus include a second routine dose of MCV (MCV?2) in their national vaccination
schedules, regardless of the level of the first routine dose of MCV (MCV1) coverage. The introduction of
MCV2 aims to reduce the accumulation of susceptible children by immunising those who did not respond
to MCV1, thereby reducing the risk of outbreaks.

* As it takes time to achieve high rates of population-wide coverage with two doses of MCV, countries should
use available good-quality data on population immunity (i.e. MCV1 and MCV2 vaccination coverage,
surveillance, serological studies) to (a) monitor the accumulation of susceptible people, and (b) plan
additional immunisation activities, including follow-up campaigns, to target these susceptible people.

Furthermore, WHO recommends?? that countries take advantage of the measles platform to introduce the
measles-rubella (MR) vaccine.

* When introducing the MR vaccine, countries are recommended to conduct a wide age-range MR
vaccination catch-up campaign, followed immediately by introducing the MR vaccine into the
national routine immunisation schedule. The timing of any subsequent follow-up campaigns should be
determined by measles epidemiology. Follow-up campaigns should be conducted before the number of
susceptible children reaches the size of one annual birth cohort.*

* WHO. Planning and Implementing High-Quality Supplementary Immunization Activities for Injectable Vaccine. pp. 17
22 Measles vaccines: WHO Position Paper, Weekly Epidemiological Record, No 17, 2017, 92, 205-228
2 Rubella vaccines: WHO Position Paper, Weekly Epidemiological Record, No. 27, 2020, 95, 301-324


https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/m-mr-campaign-plan-action-template
https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/m-mr-campaign-plan-action-template
https://www.gavi.org/news/document-library/mcv-10-dose-5-dose-vial-switch-request-form
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
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* In addition, countries should make efforts to immunise adolescent girls and women of childbearing age
through routine services or campaigns.

e Countries should also monitor rubella (integrated with measles) and congenital rubella syndrome (CRS).

SAGE?* endorsed the following guiding principles to support countries in identifying and addressing gaps
in immunity to measles and rubella, according to a “continuous quality improvement” approach that
entails the following steps in regular cyclical review:

* Review all available national and subnational data on the epidemiology of measles and rubella or CRS
and potential immunity gaps; identify, prioritise and implement interventions and assess the outcomes
of interventions.

e Strengthen routine vaccination as the primary strategy for increasing population immunity.

e Conduct campaigns (as rescue measures) when routine vaccination with two doses is suboptimal and to
address specific gaps in immunity.

* During and after campaigns, quickly prioritise activities to strengthen routine vaccination.

SAGE stresses that vaccination campaigns are resource intensive and are not sustainable as a strategy.
Countries should therefore prioritise routine immunisation strengthening to become less reliant
on campaigns. The primary goal of campaigns should be to reach unvaccinated or “measles zero-dose”
(i.e. has not received MCV1) and under-vaccinated children (i.e. has not received MCV2). Unvaccinated
and under-vaccinated children should be identified, monitored and documented to be given other vaccines
and health interventions through routine immunisation. Therefore, Gavi expects country proposals to
target measles zero-dose children and make differentiated use of funding available for operational costs.
Campaigns should be used as opportunities to integrate other vaccines and/or health interventions
to the extent that additional interventions or activities do not compromise the quality of the campaign.

@ Key resources and references

WHO position papers:

e Measles vaccines: WHO position paper — April 2017

e Rubella vaccines: WHQO position paper — July 2020

Introducing new vaccines and strengthening routine immunisation:

e WHO: Principles and considerations for adding a vaccine to a national immunization programme

e WHO: Establishing and strengthening immunization in the second year of life

o Missed Opportunities for Vaccination

e [eave no one behind: quidance for planning and implementing catch-up vaccination

Implementing high-quality campaigns and reporting coverage:
e WHO SIA Planning and Implementation Guide (EN | FR)

e S|A Readiness Assessment Tool (EN | FR)

e S|A Readiness Dashboard (EN | FR)

e Decision Guidance Toolkit for People-Centered Integration of Health Campaigns

e Checklist for MR campaign post-campaign coverage survey (PCCS) report template

24 Meeting of the SAGE on Immunization, October 2018, Weekly Epidemiological Record, No. 49, 2018, 93, 661-680


https://www.who.int/publications/i/item/who-wer9217-205-227
https://apps.who.int/iris/handle/10665/332952
https://apps.who.int/iris/handle/10665/111548
https://apps.who.int/iris/handle/10665/260556?locale-attribute=de&
https://www.who.int/teams/immunization-vaccines-and-biologicals/essential-programme-on-immunization/implementation/reducing-missed-opportunities-for-vaccination-(mov)#:~:text=A missed opportunity for vaccination (MOV) refers to any contact,one or more of the
https://www.who.int/publications/i/item/9789240016514
https://apps.who.int/iris/handle/10665/107553
https://apps.who.int/iris/bitstream/handle/10665/330569/9789242511253-fre.pdf?ua=1
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-assessment-tool.xlsx?sfvrsn=f8811eb3_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-assessment-tool-fr.xlsx?sfvrsn=321ce740_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-dashboard.xlsx?sfvrsn=45e9f466_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-dashboard-fr.xlsx?sfvrsn=1aedc1c6_4
https://campaigneffectiveness.org/resources/decision-guidance-toolkit-for-people-centered-integration-of-health-campaigns/
https://ars.els-cdn.com/content/image/1-s2.0-S0264410X20315036-mmc1.docx
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Available Gavi support

Gavi's measles and rubella strategy provides a single comprehensive approach to measles and rubella
control. Gavi support strongly focuses on strengthening routine immunisation as the primary intervention
to improve MCV coverage, complemented by well-planned, high-quality and independently monitored
campaigns that focus on measles-unvaccinated and under-immunised children and reach at least 95%
coverage (as per an independent and statistically sound survey). Long-term programmatic and financial
sustainability for recipient countries should underpin requests for Gavi support by providing a rolling
five-year plan for measles and rubella — either with the vaccine application or as part of the Full Portfolio
Planning (FPP) process.

Please refer to Annex 3 for a framework of Gavi support for measles and rubella control.

Under the comprehensive measles and rubella strategy, Gavi provides vaccine support for the following:

1. introduction of rubella-containing vaccine into routine as MR with MR catch-up campaign;
2. introduction of a second dose of MCV into routine, as measles or MR;

3. measles or MR follow-up campaigns; and

4. outbreak response fund (managed by the Measles & Rubella Partnership).

The types of vaccine support available depend on a country’s current MCV presentation and
immunisation schedule.

Planning for Gavi support

Requirement to co-finance the equivalent to the measles vaccine component of MCV1
with domestic funds

* To be eligible to receive any type of measles and rubella vaccine support, countries must co-finance the
equivalent of the measles vaccine component of MCV1 with domestic funds. To be eligible to receive any
type of MR vaccine support, countries must co-finance the equivalent of the measles vaccine component
of MCV1 with domestic funds (US$ 0.40/child if using a two-dose measles schedule, US$ 0.30/child if
using a one-dose MR schedule, US$ 0.60/child if using a two-dose MR schedule — for a fully-immunised
child) with the remaining co-financing amounts to be financed from domestic sources or by other
partners or donors if needed. If the country is not yet financing MCV1 with domestic funds at the time
of application for Gavi support, the country must provide a written commitment to do so, with a letter
signed by the Ministry of Health and Ministry of Finance.

e Countries that fall under Gavi’s fragility, emergency and refugees policy do not have to meet this
requirement before applying, as long as there is written commitment from another donor to continue
financing the equivalent to MCV1 moving forward (at least for the years of Gavi approval).


https://www.gavi.org/sites/default/files/board/minutes/2015/2-dec/07 - Gavi_s Measles and Rubella strategy presentation.pdf
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Planning timelines

e Countries are strongly encouraged to ensure that the application for Gavi support is submitted at least
12 months before the start date of the activities and ideally 15-18 months before the implementation
date. Applications submitted within 12 months of the start date will require countries to defer the date of
the campaign and/or routine introduction. Please note that the procurement of measles and MR vaccines
and injection devices have approximately six months lead times from issuing a decision letter to delivery.
Countries should keep in mind their measles high transmission season, the accumulation of measles-
susceptible individuals and the risk of measles outbreaks, other planned activities on the national calendar
and other seasonal considerations, and any implications this may have when deferring planned campaigns.

e For routine introductions, preparatory activities should start 6-12 months before the introduction,
following the guidance in the WHO principles and considerations for adding a vaccine to a national
immunisation programme.

e For campaigns, preparatory activities should start at least 15 months before the campaign, following
the guidance in the WHO supplementary immunisation activities (SIA) Planning and Implementation Guide.

Guidance and requirements

© Introduction of rubella-containing vaccine as MR, with MR catch-up campaign

Summary of support

e This support is available to countries currently using measles vaccine in a one- or two-dose schedule
wishing to introduce RCV as MR into the routine immunisation schedule (i.e. transitioning from one/
two doses of monovalent vaccine to one/two doses of MR vaccine), accompanied by a one-off MR
catch-up campaign. For countries newly introducing MCV2 as MR as part of the MR routine, please
refer to the “Introduction of MCV2" section.

e As per WHO recommendations, Gavi provides support for a one-off wide age range (9 months to
<15 years) nationwide non-selective MR catch-up campaign targeting both sexes in preparation for
the introduction of MR into the routine immunisation schedule. Support for the wide age-range
catch-up campaign can only be requested in combination with an MR routine introduction.

* To be eligible to receive Gavi support for the introduction of the MR vaccine, countries must meet the
following criterion:

o Nationwide routine MCV1 coverage, as determined by the most recent WUENIC, must be =80%
OR national coverage of the most recent nationwide measles preventive campaign must be
>80%, as determined by a high quality coverage survey using WHO's latest methodology (without
restriction to time)*; if the preventative campaign is phased, a nationwide coverage should be
estimated.

e For countries wishing to introduce RCV as measles-mumps-rubella (MMR), the mumps component
will be fully country-funded; Gavi does not support the mumps component.

* Gavi provides support for countries to conduct Post Campaign Coverage Surveys for a national estimate of the coverage through campaign operational costs.
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Introduction of rubella-containing vaccine as MR

MR routine introduction (one- or two-dose schedule) MR catch-up campaign
Target * Recommended schedule: first dose of MR at either 9 or 12 * 9 months to <15 years,
population months; second dose of MR at 15-18 months. The minimal both sexes
guidance interval between MR1 and MR2 is 4 weeks. « Any expansion of the target

e There should be no upper age limit for administration of MR population beyond 15 years of
(i.e. routine delivery of MR1 should not be limited to infants age will need to be financed by
aged 9-12 months, and routine delivery of MR2 should not the country or other partners.

be limited to infants aged 15-18 months). Every opportunity
should be taken to vaccinate all children who missed one or
both routine MCV doses as per WHO catch-up guidance.

Co-financing  Countries are required to co-finance the MR vaccines in the There is no co-financing
routine immunisation schedule depending on transition status. requirement for the one-off wide
age range MR catch-up campaign
at the time of RCV introduction.

Key requirements for the MR catch-up campaign

e MR catch-up campaigns must be well planned and implemented to reach the recommended
>95% coverage. Countries are requested to follow the guidance in the WHO SIA Planning and
Implementation Guide to ensure that best practices for preparatory activities and implementation are
described in the application. Particular attention should be paid to:

o how the campaign is designed to achieve the expected results, incorporating comprehensive data
analysis, lessons learned from previous campaigns and innovative approaches being employed;

o the use of the WHO SIA Readiness Assessment Tool;

o microplanning with an emphasis on identifying the best strategies to reach populations under- or
unvaccinated against measles;

o rapid convenience monitoring during and immediately after the campaign to take immediate
corrective action in low-performing areas; and

o the post-campaign coverage survey.

e Countries may consider targeting school-aged children within the target age range through school-based
vaccination. If so, close coordination with the Ministry of Education and educational authorities will
be required at all levels from the outset of application development to assess how and when to
conduct vaccinations at the school (e.g. ensuring representation from the Ministry of Education in the
technical committees).

e Other considerations for countries requesting campaign support apply. For detailed guidance

on information to provide as part of the MR routine introduction with the MR catch-up campaign
application, please refer to the MR new vaccine introduction plan and plan of action.

© Introduction of MCV2
Summary of support

e This support is available to countries currently using the measles or MR vaccine in a one-dose schedule
that wish to introduce a second dose of measles or MR in the routine immunisation schedule.
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e Countries introducing MCV2 into the routine immunisation schedule should use the same vaccine
(either measles or MR) for both doses. This is to simplify procurement, logistics, recording, reporting
and vaccine wastage, with the benefits outweighing the marginal increase in vaccine cost.

e The introduction of MCV2 should be used:

o to establish a well-child visit during the second year of life; and

o as a platform to strengthen vaccine coverage through the administration of MCV2, a catch-up of
missed doses of MCV1 and other routine doses, and other health interventions in this age group
(second year of life).

e The introduction of MCV2 should accompany immunisation policy changes that allow for the
vaccination of children older than 12 months who have not completed their vaccination schedule
and the adoption of a catch-up immunisation schedule with no upper age limit for MCV
vaccination. These delayed doses should be recorded and reported through the health management
information systems.

MCV?2 routine introduction

Target population e The recommended schedule for MCV2: 15-18 months.

guidance e The minimal interval between MCV1 and MCV?2 is four weeks.

¢ There should be no upper age limit for the administration of MCV (i.e. routine delivery
of MCV1 should not be limited to infants aged 9-12 months, and routine delivery
of MCV2 should not be limited to infants aged 15-18 months of age) and every
opportunity should be taken to vaccinate all children who missed one or both MCV
routine doses (e.g. second year of life well-child visit, school entry, etc).

Co-financing Countries are required to co-finance the Gavi-supported measles and MR vaccines in the
routine immunisation schedule. If applying for MCV2 support, both doses (MCV1 and
MCV2) become co-financed.

Key requirements for MCV2 introduction

e MCV2 introductions must be well-planned and implemented to reach the desired objectives.
Countries are requested to follow the guidance in the WHO Principles and considerations for adding a
vaccine to a national immunization programme to ensure that best practices for preparatory activities
and implementation are described in the application. Particular attention should be paid to:

o updating immunisation policies to allow for immunisation of children older than 12 months;

o the adoption of a catch-up immunisation schedule (ideally with no upper age limit for MCV
vaccination); and

o advocacy, communications and social mobilisation of children in the second year of life.

* For detailed guidance on information to provide as part of the MCV2 routine introduction, please
refer to the MR new vaccine implementation plan template.


https://apps.who.int/iris/handle/10665/111548
https://apps.who.int/iris/handle/10665/111548
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© Measles or measles-rubella follow-up campaign

* Gavi funding for operational costs must be used in a differentiated manner to ensure zero-dose
children are prioritised.

* Measles and MR follow-up campaigns must be well planned and implemented to reach the
recommended =95% coverage. The request for Gavi support must provide details of how the
campaign is designed to achieve the expected results, incorporating comprehensive data analysis,
lessons learned from previous campaigns and innovative approaches that are being employed.

e Countries will be required to conduct a post-campaign coverage survey to determine campaign
coverage and to measure the proportion of measles zero-dose children reached as part of the campaign.

e Gavi provides flexibility for countries requesting follow-up campaign support to apply for operational
cost support calculated based on the national 9-59 months population for national campaigns,
subnational campaigns or enhanced routine immunisation activities to reach missed
children. Differentiated use of funding for operational costs to reach zero-dose children is expected.

Measles or measles-rubella follow-up campaign

Target population ¢ 9-59 months

guidance * The focus of Gavi support is 9-59 months, but there is flexibility to support a wider age
group if countries provide strong epidemiological evidence to justify this for measles control.
Co-financing Countries are required to co-finance a portion of the vaccines for measles or MR follow-up

campaigns according to their transition status (2% of each dose of vaccine for countries in initial
self-financing phase and 5% for countries in preparatory and accelerated transition phases).

Differentiated delivery strategies and differentiated use of campaign operational costs to reach
measles-unvaccinated and under-vaccinated children in measles/MR follow-up campaigns

The principle of developing differentiated delivery strategies
for different intra-country contexts aims to ensure that all
children, particularly those consistently missed in vaccination

Countries are encouraged
to use Gavi's zero-dose
guidelines and IRMMA

efforts, are reached as part of the Gavi-supported follow- framework when developing the

up campaign. As reaching consistently missed children and measles/MR follow-up campaign plan of
communities will require more resources, a greater share of action and budget with differentiated
the operational cost budget should be allocated compared strategies and operational costs.

to more readily available ones.

Countries are requested to follow the guidance in the WHO SIA Planning and Guide to ensure that best
practices for preparatory activities and implementation are described in the application. For detailed
guidance on information to provide as part of the measles/MR follow-up campaign application, please
refer to the MR plan of action template for the key components.
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Key requirements for measles/MR follow-up campaign plans of action and budgets

A successful measles/MR follow-up campaign application is expected to:

(1) be epidemiologically and programmatically justified;

(2) be well tailored to identify and reach measles-unvaccinated and under-vaccinated
children and missed communities, by employing differentiated delivery strategies and
differentiated use of operational cost support; this includes considering more targeted and
tailored alternatives to nationwide non-selective campaigns (e.g. enhanced routine immunisation
activities, subnational campaigns);

(3) be designed to serve as an entry point for children and missed communities into the routine
immunisation system, and to generate demand for a full course of vaccines;

leverage opportunities for integration with other health campaigns (immunisation or other health
interventions) or with catch-up vaccination of routine vaccines; and

identify opportunities for Gavi support to strengthen the routine delivery systems before, during
and post-campaign and mitigate any adverse impact on routine services.

(1) Campaign justification

* The measles/MR follow-up campaign application should strongly justify the activity and the main
campaign parameters (target age group, timing, geographical scope and delivery strategies).

e The campaign justification should contain a comprehensive analysis of the following information:

© measles immunity profile;

o national and subnational vaccination coverage;

o disease surveillance data;

o outbreak investigations and root causes analyses;
o serological studies (where feasible); and

o modelling (where feasible).

(2) Differentiated delivery strategies and flexibilities in using campaign operational costs to
reach measles-unvaccinated and under-vaccinated children

* All countries should follow the guidance on differentiated delivery strategies and differentiated use of
campaign operational costs to reach measles-unvaccinated and under-vaccinated children in measles/MR
follow-up campaigns to develop the campaign plan and budget. The data elements used for campaign
justification will be particularly critical in the “identify” and “reach” steps of campaign planning.

* Lower-performing countries likely need to rely on a nationwide non-selective approach to reach
the highest proportion of measles-unvaccinated and under-vaccinated children in a cost-effective way.
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* However, in certain settings, nationwide non-selective campaigns may not be cost-effective or
required. Based on available data, alternative strategies should be considered to differentiate between
high- and low-risk areas or communities. Leveraging the board-approved operational cost flexibilities
for measles/MR follow-up campaigns, Gavi strongly recommends that higher-performing countries
prioritise tailored and targeted campaign delivery strategies and/or enhanced routine
immunisation activities as an alternative to nationwide non-selective follow-up campaigns, with a
focus on reaching measles-unvaccinated and under-vaccinated children.

o

The choice of strategy or strategies should consider country context, immunisation coverage,
disease surveillance data and programme capacity.

Examples of tailored and targeted delivery strategies include:

e subnational non-selective campaigns; and

* national or subnational selective campaigns (i.e. checking immunisation records as part of
campaign with the administration of other vaccines and/or health interventions, where feasible).

Examples of enhanced routine immunisation activities include:

e bolstered mobile and outreach services;
* periodic intensification of routine immunisation (PIRI) and child health days; and
e catch-up vaccination at school entry.

Delivery strategies and activities can be mixed and matched depending on intra-country context
(e.g. subnational non-selective campaigns in higher-risk regions and PIRIs in lower-risk regions).

Please refer to Annex 4 for guidance on targeted and tailored campaign delivery strategies
and enhanced routine immunisation activities that can be supported through flexibilities in
programming operational support for measles/MR follow-up campaigns.

(3) Campaigns as a routine immunisation entry point for children and missed communities

* Please refer to the section above on key requirements for countries requesting support to conduct a
campaign for additional details.

(4) Integration

e Countries must describe how the Gavi-supported follow-up campaigns will be used as an opportunity
to integrate with other health campaigns (as collaboration or co-delivery) and/or to conduct catch-
up vaccination of missed vaccines linked to the effects of COVID-19 routine immunisation-related
interruptions. Strong justification needs to be provided if the country decides not to use the delivery
of measles/MR vaccines in the campaign for integration.
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(5) Strengthening the routine system before, during and post-campaign

* Please refer to the WHO SIA field guide for considerations on how the routine immunisation system
can be strengthened before, during and post-campaign.

e Countries must describe which enhanced routine immunisation activities will be implemented
to address measles immunity gaps between follow-up campaigns and, in the long term, decrease
reliance on these campaigns. Annex 4 provides some examples of the activities that can be conducted
to raise routine MCV coverage (e.g. PIRIs, school entry checks, etc). Countries should ensure that the
selection of routine immunisation activities is aligned with investments already planned or budgeted
for within the Gavi portfolio, for example, through health systems strengthening (HSS).

@ Outbreak Response Fund (managed by the Measles & Rubella Partnership)

Countries experiencing a significant measles and/or rubella
disease outbreak of national public health importance eligibility requirements
that are unable to respond fast enough with local funding are available in the
(domestic epidemic response funds or donor funding) Ve Al P el
should consider applying to the Measles & Rubella Outbreak Response Fund.
Partnership’s Outbreak Response Fund (ORF) for support

for vaccines and operational costs. As per the ORF standard

operating procedures, they are required to investigate root

causes of the outbreak and initiate mitigation strategies.

Further details including



https://measlesrubellapartnership.org/resources/outbreaks/outbreak-response-fund/ 
https://measlesrubellapartnership.org/resources/outbreaks/outbreak-response-fund/ 
https://measlesrubellapartnership.org/measles-news/joint-statement-a-new-era-in-the-fight-against-measles-and-rubella/
https://measlesrubellapartnership.org/measles-news/joint-statement-a-new-era-in-the-fight-against-measles-and-rubella/
https://measlesrubellapartnership.org/measles-news/joint-statement-a-new-era-in-the-fight-against-measles-and-rubella/
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- MENINGOCOCCAL A CONJUGATE VACCINE (MenACV) ROUTINE
INTRODUCTION WITH MENACV CATCH-UP CAMPAIGN*

> MENINGOCOCCAL A CONJUGATE VACCINE (MenACV) ROUTINE
INTRODUCTION WITH PREVENTIVE MENACV MASS CAMPAIGN*

- SWITCH TO MULTIVALENT MENINGOCOCCAL CONJUGATE VACCINE (MMCV) FROM
MENINGOCOCCAL A CONJUGATE VACCINE (MenACV) IN ROUTINE SCHEDULE

2> SWITCH TO MULTIVALENT MENINGOCOCCAL CONJUGATE VACCINE (MMCV)
FROM MENINGOCOCCAL A CONJUGATE VACCINE (MenACV) IN ROUTINE

SCHEDULE WITH PREVENTIVE MASS CAMPAIGN

Vaccine-specific mandatory application attachments

For routine introduction:

(] New vaccine introduction plan (NVIP)

For campaigns:

(] Campaign plan of action (PoA) can be merged with NVIP

(] Risk assessment
(] Catch-up campaign targeting
For switches:

(J MMCV switch form

(] Switch PoA, if applicable, can be merged with campaign PoA

Programme overview

Gavi-eligible countries where meningococcal meningitis is
endemic (“meningitis belt”) (see box opposite) can apply for
meningococcal vaccines. Gavi provides support for MenACV,
protecting against Neisseria meningitidis serogroup A (NmA),
and for MMCYV, a pentavalent vaccine that protects against
Neisseria meningitidis serogroups A (NmA), C (NmC), W
(NmW), Y (NmY) and X (NmX).

Countries that have not yet introduced MenACV in their
routine schedule are strongly encouraged to do so as soon
as possible (alongside a campaign) to avoid the risk of a
resurgence of NmA, and not wait until MMCV is available.

Access full
ii?k library of Gavi
guidelines

Detailed
product profiles

9 The 26 meningococcal
meningitis endemic countries
are: Benin, Burkina Faso,
Burundi, Cameroon, Central African
Republic, Chad, Céte d‘Ivoire,
Democratic Republic of the Congo,
Eritrea, Ethiopia, Gambia, Ghana,
Guinea, Guinea-Bissau, Kenya, Mali,
Mauritania, Niger, Nigeria, Rwanda,
Senegal, South Sudan, Sudan, Tanzania,
Togo and Uganda.

Countries that have already introduced MenACV in their routine immunisation (RI) schedule and that are
at high risk of meningococcal disease would be prioritized to switch to MMCV and implement MMCV

campaigns (if applicable).

*In exceptional cases countries that have not yet introduced MenACV in their routine schedule may apply for direct introduction of MMCV in routine when an evidence-

based decision justifies this choice.


https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/mmcv-switch-form
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
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WHO recommendations
WHO recommends the following strategies in the meningitis belt:
For MenACV:

e A single-dose preventive mass campaign with meningococcal A vaccine in the population aged 1-29 years.
Based on a risk assessment, these campaigns may be conducted nationwide or in high-risk areas only.

e Countries that have not yet introduced MenACV in their routine should do so as soon as possible and no
more than five years following the preventive mass campaign completion, along with a one-time catch-
up campaign.

e The catch-up campaign targets birth cohorts born since the initial mass vaccination, outside the age
range targeted by the Rl programme. The exact age range for the catch-up campaign will depend on the
time between the preventive mass campaign and the introduction into the Rl schedule.

e For countries that have not yet conducted preventive mass campaigns, introduction into the Rl schedule

should be concurrent with the mass preventive campaign unless a strong justification for the delay and
plans for introduction are outlined.

For MMCV:

e Countries should introduce MMCV into their Rl programmes in a single-dose schedule at 9-18 months.

* In high-risk countries and countries with high-risk districts, a one-off mass preventive campaign with
MMCYV in the population aged 1-19 or 2-19 years (depending on the age group covered by RI) should

also be conducted at the time of MMCV introduction.

e Countries that have already introduced MenACV into their Rl programmes should switch to MMCV.

@ Key resources and references

e \WHO: Guide to introducing meningococcal A: conjugate vaccine into the routine immunization programme

o \WHO: Guidance on use of meningitis A vaccine in a controlled temperature chain during campaigns

e \WHO: Position paper on the use of multivalent meningococcal conjugate vaccines in countries of the
African meninaqitis belt



https://iris.who.int/handle/10665/329678
https://iris.who.int/handle/10665/86019
https://www.who.int/publications/i/item/who-wer9901-02-1-10
https://www.who.int/publications/i/item/who-wer9901-02-1-10
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Available Gavi support

For countries that dO not have MenACV in their routine To access outbreak response

schedule, Gavi provides support for: support for meningitis
countries should contact

* introduction of MenACV into the Rl schedule* alongside a: the International Coordinating Group

(ICG) on Vaccine Provision Secretariat

o MenACV preventive mass campaign; or

o MenACV catch-up campaign (if a preventive mass
campaign has already taken place).

For countries that already have MenACYV in their routine schedule, Gavi provides support for:
e aswitch to MMCV in the Rl schedule; or

e preventive mass campaigns alongside a switch to MMCV in the routine schedule for countries with
demonstrable high risk or countries with high-risk districts.

Gavi requires countries to co-finance a portion of the MenACV or MMCYV cost in their routine while fully
financing the MenACV and MMCV campaigns (doses and associated devices). There is also additional
financial support available to cover a portion of the implementation costs for switches (Switch Grant),
campaigns (Operational Cost support) and new vaccine introductions (Vaccine Introduction Grant). See
section 2.3 for more details.

Planning for Gavi support

* Focus on raising routine coverage: Guidance applicable to MenACV and MMCYV is provided in
section 2.2 on using campaigns to strengthen RI.

e Preparing for a vaccine switch: Countries considering switching to MMCV should review section 2.5
of this document for details on planning considerations.

o All countries planning a switch to MMCV are encouraged to notify Gavi of their intention, regardless
of whether they seek a Switch Grant for financial support. Countries should contact their Gavi Senior
Country Manager for further guidance.

e Using a controlled temperature chain (CTC) strategy for MenACV: Additional technical guidance
and training modules are available through WHO for countries planning to use a CTC strategy when
implementing a preventive mass or catch-up campaign for MenACV. Countries wishing to use a CTC
strategy should summarise how they will use CTC, when they plan to start using it and how they will
comply with the WHO guidelines during implementation in their request for Gavi support.

*In exceptional cases countries that have not yet introduced MenACV in their routine schedule may apply for direct introduction of MMCV in routine when an evidence-
based decision justifies this choice.


https://www.who.int/publications/i/item/WHO-IVB-13.04
https://www.who.int/publications/i/item/WHO-IVB-13.05
https://www.who.int/groups/icg/about
https://www.who.int/groups/icg/about
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Guidance and requirements
Timing and coordination for the delivery strategies

e Requests for routine introduction or switches and relevant campaigns should be
prepared together.

o |Implementation plans for MenACV (NVIP and campaign PoA), or MMCV (PoA for switches and
preventive campaigns), can be combined into one document to minimise duplication.

e Timing for the campaign: For MMCYV, if a preventive mass campaign is recommended based on a risk
assessment, it should be conducted four weeks after introducing the vaccine into RI. For MenACV, the
catch-up and mass campaign timing depends on the age at which the routine introduction is done to
avoid duplication or missing children.

Target age of child for Rl dose Timing of catch-up/mass preventive campaign
9 months 3 months [3—-4 months] after Rl introduction
15 months 3 months [2-3 months] before Rl introduction
18 months 6 months [3-6 months] before Rl introduction

* Identify synergies across delivery strategies: Countries are strongly encouraged to identify
opportunities for efficiencies and coordination across the different delivery strategies. These should be
reflected in the budgets for each component of the support requested (i.e. routine programme, catch-up
or preventive mass campaign, including any use of a CTC strategy during campaigns).

Target population guidance

MenACV MMCV

One dose at 9 months or 15-18 One dose at 9 months or 15-18
Introduction in RI months, depending on specific country ~ months, depending on specific country

situation and epidemiology situation and epidemiology

1-29 years 1-19 years (if Rl at 9-12 months)
Preventive mass or

campaign
2-19 years (if Rl at 15-18 months)

Target susceptible children =12 months ~ Not applicable
of age born less than one year before

the initial mass campaign up to the

routine introduction

Catch-up campaign
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Risk assessment and geographic scope

* For countries requesting support for mass preventive campaigns (MenACV or MMCV):
These countries must submit a risk assessment report for the respective vaccine to determine the
meningococcal meningitis burden of disease, the epidemiological and microbiological profile, any
other relevant information available (e.g. cost-effectiveness analysis) and the target population at risk.
The campaign’s geographic scope should focus on high-risk areas as identified by the risk assessment
following the WHO methodology. Countries may seek further guidance on risk assessment from their
WHO Country Office.

e For countries requesting support for MenACV catch-up campaigns: The geographical areas
identified to conduct MenACV catch-up campaigns should be the same areas as for the Gavi-supported
preventive mass campaigns (i.e. targeting endemic areas as defined through the risk assessment) unless
appropriate justification to proceed otherwise is provided. Countries are required to submit the following
as applicable:

o The main conclusions of the initial risk assessment that informed decision-making for the mass
preventive campaigns; and

o Areas and the target population per district or region where the catch-up will be conducted, including
the source and ideally disaggregated by year since the preventive mass campaign. This information is
typically included in the risk assessment report.

e For countries switching to MMCV: WHO has emphasised the need for each country to conduct a
comprehensive meningococcal disease risk assessment to inform strategies for introducing MMCV in RI
programmes and the decision to conduct initial mass preventive campaigns in high-risk districts.

o The level of risk is primarily determined by the risk of resurgence of NmA disease (gap since the initial
MenACV mass preventive campaigns) and the risk of NmCWYX disease (epidemic and outbreak cases
of NmCWXY disease).

o For guidance on the risk assessment exercise for MMCYV routine introduction or preventive
campaigns, countries should contact their WHO Country Office.

e Additional considerations for subnational introductions: For the introduction of MenACV into the
Rl schedule, a nationwide approach is encouraged. However, some countries, particularly large countries
with relatively small endemic areas, may consider MenACV or MMCV subnational introductions. Additional
elements may be considered when making decisions regarding the scope of the introduction into the
routine schedule — i.e. nationwide versus in high-risk areas/districts only. These include the following:

o The complexity of implementing different vaccination programmes in the same country could be a
challenge.

o Public perceptions of inequity could arise about vaccination in different parts of the country.

o Changes in the epidemiological patterns (e.g driven by climate variability) could result in the evolution
of at-high-risk areas in the country (i.e. extension of the meningitis belt).

o Population mobility patterns between non-vaccination areas/districts and high-risk areas/districts,
which may justify vaccinating these populations.

o Nationwide introduction might also benefit neighbouring countries (e.g. building geographic herd
protection and maintaining the benefits of the initial mass campaigns).
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Meningococcal-vaccine-related key information to be captured in implementation plans

The following aspects should be considered when developing a plan specific to meningococcal vaccination
(MenACV and MMCV):

* Lessons learned: For countries requesting support for routine introductions and preventive and catch-
up campaigns, the plan should include how some of the lessons learned from past preventive campaigns
will be integrated into the implementation.

e National communication strategy and communication plan: A comprehensive national
communication strategy and communication plan, including introducing the meningococcal vaccine into
the Rl system and the campaign (catch-up or preventive mass campaign).

e Meningitis surveillance: A description of the meningitis surveillance system: either a meningitis-specific
system or, preferably, an integrated surveillance system that includes meningococcal meningitis with
other diseases. Details of the status of the reporting system, data management processes, the national
laboratory and other systems for handling and confirming meningitis cases related to all serogroups
should be provided (or indicate that these are not in place and any mitigating actions).
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- ROUTINE INTRODUCTION
2> ROUTINE INTRODUCTION WITH CATCH-UP VACCINATION

Vaccine-specific mandatory application attachments Access full
i iEk library of Gavi

(1) New vaccine introduction plan (NVIP) e
guidelines

(] Campaign plan of action if requesting support for catch-up
(can be merged with NVIP)

Detailed
product profiles

WHO recommendations

WHO recommends prioritising pneumococcal conjugate vaccine (PCV) in childhood immunisation
programmes, especially in countries with under-five mortality greater than 50 per 1,000 live births.

In 2017, SAGE recommended catch-up vaccination during PCV introduction in children aged 1-5 years.
This is reflected in the WHO pneumococcal conjugate vaccine position paper (2019).

@ Key resources and references

e \WHO pneumococcal vaccine information

e \WHO position paper on Pneumococcal conjugate vaccines in infants and children under 5 years of age
(2019)

On PCV vaccines and supply

e \WHO Considerations for pneumococcal conjugate vaccine (PCV) product choice

e Gavi-supported PCV profiles to support country decision making (2020)

e FEvidence Dossier Pneumococcal Conjugate Vaccine (PCV) Interchangeability (2019)
e PCV Product Assessment (April 2017)
e Global Market Study: Pneumococcal Conjugate (PCV) and Polysaccharide (PPV) Vaccines

e Pneumococcal conjugate vaccine cost calculator

On implementation:

e Introduction of pneumococcal vaccine: A handbook for district and health facility staff
o For PCV13
o For PCV10

e SAGE recommendation on multiple injectable vaccines in a single vaccination visit

On integration:
e The integrated Global Action Plan for Pneumonia and Diarrhoea (GAPPD)



https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/pneumonia
https://apps.who.int/iris/bitstream/handle/10665/310968/WER9408.pdf?ua=1
https://apps.who.int/iris/handle/10665/344915
https://www.gavi.org/sites/default/files/document/2020/Gavi-PCV-vaccines-profiles-july-2020.pdf
https://www.jhsph.edu/ivac/resources/pcv-product-assessment/
https://cdn.who.int/media/docs/default-source/immunization/mi4a/pneumococcal_vaccine_market_study-june2020.pdf?sfvrsn=46d2f32f_6&download=true#:~:text=PCV drives 91%25 of global,of demand is for PPV.&text=National introduction of PC
https://www.path.org/resources/pneumococcal-conjugate-vaccine-cost-calculator/
https://apps.who.int/iris/handle/10665/90380
https://apps.who.int/iris/handle/10665/90378?locale-attribute=fr&locale=zh&null=
https://terrance.who.int/mediacentre/data/sage/SAGE_Docs_Ppt_Apr2015/5_session_multiple_injectable_vaccines/Apr2015_session5_multiple_inj_vaccines.pdf
https://www.who.int/publications/i/item/the-integrated-global-action-plan-for-prevention-and-control-of-pneumonia-and-diarrhoea-(gappd)
https://apps.who.int/iris/handle/10665/310970
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Available Gavi support

Gavi provides support for the introduction of PCV into the routine immunisation schedule. Countries may
request support for introducing PCV in routine vaccination, choosing among two support options (vaccinate
routine cohort with or without catch-up vaccination) and five introduction modalities.

Planning for Gavi support

Five modalities of PCV introduction in routine vaccination are supported.

Support

Vaccinate routine

Vaccinate routine cohort with catch-up cohort only

option

pCV TeVentne, Lo U,

Introduction routine with phased, with ‘phased, PCV routine e L,
. . with phased . phased
modality simultaneous catch-up (no phasing)
o= . X catch-up (over 2+ years)
catch-up nationwide

(over 2+ years)

Impact of each
option in the
first five years

Supportinyear VIG* + Ops** VIG + Ops + VIG + Ops + VIG + vaccines VIG + vaccines
of launch + vaccines for vaccines for vaccines for for routine for routine
routine and routine and routine and cohort cohort (phase-
catch-up cohorts  catch-up cohorts  catch-up cohorts specific target
(phase-specific group)
target group)
Target Routine: Routine: <12 m Routine: <12 m <12 months <12 months
population <12 months (phase-specific (phase-specific
target group) target group)
Catch-up: Catch-up: Catch-up:
1-5 years 1-5 years 1-5 years

*Vaccine Introduction Grant

**Qperational Cost grant

Countries may choose to introduce the vaccine into their routine immunisation schedule via a phased
introduction based on feasibility considerations or a subnational introduction based on risk (e.g. in certain
geographical zones, districts or provinces). Countries that cannot operationally implement an initial country-
wide introduction of PCV may adopt a phased introduction approach.

5 |n exceptional cases when feasibility of catch-up vaccination at launch is limited, the catch-up can be deferred up to 11 months after launch.
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Support provided to PCV routine and catch-up vaccination

PCV routine cohort PCV catch-up cohort

Target population Children up to 12 months of age Children from 12-59 months of age, to
be immunised on a one-off basis within
12 months from introduction

Dose schedule Three-dose schedule (either 3+0 or 2+1) A single dose only

Vaccines support Standard co-financing applies All doses financed by Gavi

Cash grant A one-time VIG at US$ 0.80/0.70/0.60 A one-time Ops grant (in addition to the
(as per country co-financing phase) VIG) at US$ 0.65/0.55/0.45 (as per country
per target child in the birth cohort co-financing phase) per target child in the
of the year of introduction catch-up cohort

Guidance and requirements
© Requirements for routine vaccination

* Most recent disease burden assessment (burden of all-cause pneumonia, meningitis or
hospitalisations for entities caused by Streptococcus pneumoniae, and data regarding serotype
prevalence, even from the carriage, if available).

e National Immunisation Technical Advisory Group (NITAG) recommendation supporting
the introduction and the choice of PCV product, the presentation and the dosing schedule. The
document should state the reasons why those are recommended. Where a NITAG does not exist, Gavi
recommends that countries include plans to establish one and submit such plans with their request
for new vaccine support.

* New vaccine introduction plan including:

o an implementation plan for the routine immunisation programme, which specifies geographical
extent, the timing of routine introduction and projected coverage. The plan should also include a
catch-up vaccination policy and address missed opportunities for vaccination. More guidance can be
found in WHO's Leave no one behind: quidance for planning and implementing catch-up vaccination;

o the challenges or opportunities for the introduction of PCV based on previous vaccine introductions;

o a clear description of preparatory activities, such as social mobilisation and communication strategy,
training of health workers, community resources persons and coordination of activities;

o confirmation of cold chain readiness;
o strengthened vaccine safety monitoring; and

o integrated disease prevention, control and linkage to existing health interventions. As highlighted in
the WHO/UNICEF Integrated Global Action Plan for the Prevention and Control of Pneumonia and
Diarrhoea (GAPPD), the use of pneumococcal vaccines needs to be part of a comprehensive and
integrated strategy alongside other related interventions such as oral rehydration therapy, exclusive
breastfeeding, zinc treatment, improvements in water, sanitation and hygiene, as well as proper
nutrition. Countries are required to provide the following information in line with GAPPD objectives:
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* a high-level description of any existing interventions for preventing and treating pneumonia and
diarrhoea and the implementation status;

e a description of how pneumococcal vaccination could strengthen joint delivery of services and
communication about healthy actions such as exclusive breastfeeding and handwashing with
soap, safe drinking water and sanitation, and guidance around care-seeking behaviours; and

* a description of potential barriers to integrating activities (e.g. policy development, management
and coordination, supply and data management, service delivery, financing, health worker
training, communication and social mobilisation, monitoring and evaluation).

©® Additional requirements for catch-up vaccination:

* Requests for routine introduction with catch-up should be prepared and submitted together.

e Catch-up cohort target population description and number estimate.

* NITAG recommendation supporting the catch-up.

e Catch-up vaccination plan of action, including checklist and activity list and chronogram (unless
the information is included in the NVIP already), and the PCV catch-up plans for specific populations
where coverage is low or inequitable. The NVIP and/or plan of action can be combined to avoid
duplication and ensure strong coordination between the routine introduction and catch-up campaign.
The following elements need to be captured in the countries’ catch-up plan of action and budget:

o

o

o

o

o

o

o

Detailed strategies for reaching all eligible children, including an increased focus on
identifying and reaching zero-dose children and missed communities.

Detailed description of preparatory and implementation activities, including:

e capacity building and training;
* microplanning;
e advocacy, communication and social mobilisation;

e adverse events following immunisation (AEFI) monitoring and preparation for crisis
communication; and

e operation of vaccination posts.

Monitoring and measuring children reached in the campaign, including a post-campaign
coverage survey. Countries receiving support for PCV catch-up may conduct a high-quality,
nationally representative survey using probability sampling to assess coverage. This is to have
an independent estimation of coverage of the completed vaccination and hold in-country key
stakeholders accountable for the campaign.

Opportunities to strengthen routine immunisation, including establishing long-term plans for
reaching under-vaccinated children through routine immunisation.

Chronogram of activities, with campaign planning and preparations.

Use of the WHO supplementary immunisation activities (SIA) Readiness Assessment Tool
to track the implementation of preparatory activities for the campaign.

Within three months of catch-up implementation:

e submit an SIA technical report; and

e conduct independent, statistically and technically sound post-campaign coverage survey,
and submit it within six months post-implementation.
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e Countries should follow the guidance in the WHO SIA Planning and Implementation Guide
to ensure that best practices for preparatory activities and implementation are considered. This
guide provides comprehensive information on planning and implementing a high-quality campaign,
including critical activities and proposed timelines (Annex 6 of the SIA guide) and highlights the
opportunities to strengthen routine immunisation and surveillance (see section 3.1 of the SIA guide).

© Key considerations of catch-up vaccination

e Countries should assess the option to introduce with catch-up: evidence suggests that PCV
immunisation for children outside the birth cohort at the time of national introduction accelerates
both direct and indirect protection and thereby hastens the impact of PCV. If logistically feasible,
catch-up campaigns at PCV introduction can enhance the benefit per dose of the PCV programme in
settings with high vaccine-type carriage and disease beyond infancy.

o If there is limited availability or capacity for catch-up immunisation, the youngest children should be
prioritised to receive catch-up doses of PCV because of the higher pneumococcal disease risk.

e Countries should provide justification if they do not request catch-up support.

e Countries should demonstrate how the operational support for the catch-up implementation will be
used to strengthen vaccine delivery through the routine immunisation programme.

e Timing: The catch-up vaccination should aim to cover the largest number of children possible. If this
is not feasible, a catch-up campaign can start 11 months after the routine introduction and target
three cohorts. Countries must run catch-up vaccination within 12 months of routine launch to receive
catch-up support.

e Countries are encouraged to leverage implementation synergies and budget efficiencies:

o where campaigns for other vaccines are planned within the same year; and

o if the catch-up is scheduled to launch at the same time as the routine introduction.

@O Schedule choice

* For countries that have yet to introduce PCV, decisions regarding the choice of schedule should
consider operational and programmatic issues, including timeliness of vaccination, the coverage
expected to be achieved at the third dose, and pneumococcal disease age distribution patterns, if
known. Low population vaccine coverage at visits between 9—12 months of age or later may warrant
using a three primary doses without a booster (3p+0) schedule.

* Once a programme has been initiated, schedule switching is only recommended if one or more
factors that led to the original choice of schedule change substantially.

e A dosing interval of eight weeks between the first two doses of a two primary doses with one booster
(2p+1) schedule and a dosing interval of at least four weeks for a 3p+0 schedule is recommended.
However, the eight-week interval recommended for the 2p+1 schedule may be shortened if there
is compelling reason, such as timeliness in receipt of the second dose and/or higher coverage that
may be achieved with the schedule. The dosing interval between primary doses within each schedule
should not be shorter than four weeks.
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e The timing of the booster dose in the 2p+1 schedule should be selected to maximise coverage. The
selected age for administering the booster dose in most programmes is 9, 12, 15 or 18 months,
depending on operational and programmatic factors, including the timing of vaccination contacts in
the national immunisation schedule for other vaccines. There is insufficient evidence to suggest the
optimal timing of the booster dose.

© Procurement of vaccines

e PCV must be procured through UNICEF due to the terms and conditions of the Pneumococcal
Advance Market Commitment (AMC). Countries procuring vaccines through UNICEF can still self-
procure vaccine devices.

e Currently, three different vaccines are offered in the PCV portfolio. Consult Gavi's detailed product
profiles for the most up-to-date vaccine information.

0@ Product choice recommendations

e Three WHO-prequalified vaccines are available: PCV10GSK (Synflorix, GSK), PCV10SII (PNEUMOSIL,
Serum Institute of India) and PCV13 (Prevenar 13, Pfizer). PCV13 and PCV10SII may have additional
benefits in settings where disease attributable to serotype 19A (ST19A) or serotype 6C (ST6C)
constitutes a significant public health problem. However, there is currently no supportive evidence of
different net impacts on overall disease burden between products. The country-level product choice
should consider programmatic characteristics, vaccine supply, vaccine price, local/regional vaccine
serotype prevalence and antimicrobial resistance patterns among vaccine serotypes.

e Of note, PCV10SIl is prequalified up to two years of age. It has been tested in toddlers up to
15 months of age and adults but not in children between 2-5 years of age. A catch-up programme
up to the age of five would be off-label. Countries may consider strengthening post-introduction
safety surveillance.

© Budget
e Countries applying for routine with catch-up vaccination will be eligible to receive two grants: a Vaccine

Introduction Grant (VIG) for the routine cohort and an Operational Cost grant (Ops) for the catch-up
cohort. The two grants and funded activities are expected to complement and build on each other.


https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
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WHO recommendations

WHO recommends that rotavirus vaccines be included in all national immunisation programmes and considered
a priority, particularly in countries with high rotavirus gastroenteritis (RVGE)-associated fatality rates.

The use of rotavirus vaccines should be part of a comprehensive strategy to control diarrhoeal diseases.
Rotavirus vaccination has consistently been cost-effective and even cost-saving in most low- and middle-
income countries compared to no vaccination. Cost-effectiveness results also remain generally favourable,

though not universally, for countries undergoing transition from Gavi support, as well as for non-Gavi-
eligible countries.®

@ Key resources and references

e \WHO rotavirus vaccine information

e Rotavirus vaccines: WHQO position paper — January 2013

e SAGE recommendations during meeting on October 2020

o WHO: Introduction of Rotavirus Vaccines: Information for Policy Makers, Programme Managers, and
Health Workers

e PATH: Rotavirus Vaccine Cost Calculator

* Recent articles on rotavirus vaccination impact and cost-effectiveness

o The Lancet: Re-evaluating the potential impact and cost-effectiveness of rotavirus vaccination in
73 Gavi countries: a modelling study

o The Lancet: Evaluating the potential economic and health impact of rotavirus vaccination in
63 middle-income countries not eligible for Gavi funding: a modelling study

e The integrated Global Action Plan for Prevention and Control of Pneumonia and Diarrhoea (GAPPD)

% Sage recommendations during meeting on October 2020: https://apps.who.int/iris/bitstream/handle/10665/337100/WER9548-eng-fre.pdf?ua=1.



https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/rotavirus
https://apps.who.int/iris/handle/10665/242024
https://apps.who.int/iris/bitstream/handle/10665/337100/WER9548-eng-fre.pdf?ua=1
http://apps.who.int/iris/bitstream/10665/90374/1/WHO_IVB_13.08_eng.pdfhttp:/apps.who.int/iris/bitstream/10665/90374/1/WHO_IVB_13.08_eng.pdfhttp:/apps.who.int/iris/bitstream/10665/90374/1/WHO_IVB_13.08_eng.pdf
http://apps.who.int/iris/bitstream/10665/90374/1/WHO_IVB_13.08_eng.pdfhttp:/apps.who.int/iris/bitstream/10665/90374/1/WHO_IVB_13.08_eng.pdfhttp:/apps.who.int/iris/bitstream/10665/90374/1/WHO_IVB_13.08_eng.pdf
https://www.path.org/resources/rotavirus-vaccine-cost-calculator/
https://www.thelancet.com/journals/langlo/article/PIIS2214-109X(19)30439-5/fulltext
https://www.thelancet.com/journals/langlo/article/PIIS2214-109X(19)30439-5/fulltext
https://www.sciencedirect.com/science/article/pii/S2214109X21001674
https://www.sciencedirect.com/science/article/pii/S2214109X21001674
https://www.who.int/publications/i/item/the-integrated-global-action-plan-for-prevention-and-control-of-pneumonia-and-diarrhoea-(gappd)
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://apps.who.int/iris/bitstream/handle/10665/337100/WER9548-eng-fre.pdf?ua=1
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Gavi provides support for the introduction of rotavirus vaccine into the routine immunisation schedule.

Countries that cannot operationally implement an initial country-wide introduction may adopt a phased
introduction approach. Countries may introduce the vaccine into their routine immunisation schedule via a
phased introduction based on feasibility considerations (e.g. in certain geographical zones, districts or provinces).

Introduction to routine systems

e Target population guidance

o Children up to 12 months of age

e Dose schedule

o Full vaccination, with either two or three doses, depending on the choice of vaccine product

e Vaccine Introduction Grant (VIG) and co-financing

o A one-time VIG at US$ 0.80/0.70/0.60 (as per country co-financing phase) per target child in the birth

cohort of the year of introduction

o Standard co-financing rules apply except for the 3-dose schedule for initial self-financing countries

for which the co-financed amount is US$ 0.133 per dose to maintain the same cost per course as the
two-dose schedule of US$ 0.20 per dose.

@ Dose administration considerations

e WHO recommends that the first dose of rotavirus vaccine be administered as soon as possible after

six weeks of age. WHO recommends that rotavirus vaccine be administered at the same time as
diphtheria, tetanus and pertussis (DTP)-containing vaccine. By allowing infants to receive
rotavirus vaccine together with DTP regardless of the time of vaccination, immunisation programmes
will be able to reach children who were previously excluded from the benefits of rotavirus vaccines.

Rotavirus vaccines are given orally with an interval of at least four weeks between doses.
Vaccinations can be administered simultaneously with other routine infant vaccines.

Because of the typical age distribution of RVGE, rotavirus vaccination of children over 24 months of
age is not recommended.

©® Monitoring adverse events following immunisation (AEFI)

For rotavirus vaccines, countries should:

provide proper planning and training of staff for vaccine-pharmacovigilance before introducing
the vaccine;

develop a strategy to inform relevant health staff that although the benefits of vaccination outweigh
the risks of intussusception, a small potential risk of intussusception after rotavirus vaccination remains;
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e ensure that caregivers are adequately trained to recognise danger signs of dehydration or
intussusception that need immediate medical consultation;

* establish the baseline incidence of intussusception at sentinel sites and use epidemiological studies,
such as the self-controlled case series method, to assess the safety of rotavirus vaccines; and

e train and encourage health staff to detect, report and investigate intussusception cases and RVGE
cases so that risks and benefits of this vaccine can be further assessed. A plan for monitoring AEFls
and staff training should be implemented before introducing the vaccine.

© Rotavirus-related key information to be captured in the implementation plans

The following elements should be captured in the plans for the introduction of the rotavirus vaccine to
the routine immunisation programme:

e most recent disease burden assessment;

e National Immunisation Technical Advisory Group (NITAG) recommendation supporting the
introduction and the choice of rotavirus vaccine product and presentation. The document should state the
reasons why those are recommended. Where a NITAG does not exist, Gavi recommends that countries
include plans to establish one and submit such plans with their request for new vaccine support; and

* new vaccine introduction plan including:

o the implementation plan for the routine immunisation programme. This should specify the
geographical extent, the timing of routine introduction and projected coverage. The plan should also
include a late vaccination policy and address missed opportunities for vaccination. Guidance can be
found in WHO's Leave no one behind: guidance for planning and implementing catch-up vaccination;

o challenges or opportunities for the introduction of rotavirus based on previous vaccine introductions;

o clear description of preparatory activities, such as social mobilisation and communication strategy,
training of health workers, community resources persons and coordination of activities;

o confirmation of cold chain readiness;
o clear description of vaccine safety monitoring; and

o WHO recommends that plans for introducing rotavirus vaccines consider the disease’s epidemiology
by age, the coverage and actual age at vaccination. Plans should also include an evaluation of the
estimated public health impact and potential risks. It is important to establish the baseline incidence
of intussusception. Proper planning and staff training to conduct vaccine-pharmacovigilance should
occur before the vaccine is introduced. Caregivers should be adequately counselled to recognise
danger signs of dehydration or intussusception.

@ Product choice considerations
e The country-level product choice should consider programmatic characteristics, vaccine supply and price.
* In their application, countries are requested to choose their preferred presentation and are strongly

recommended to identify a second preferred one. A NITAG recommendation should be provided to
support the choice of product and presentation.


https://www.who.int/publications/i/item/leave-no-one-behind-guidance-for-planning-and-implementing-catch-up-vaccination
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e Countries should consult Gavi's rotavirus vaccine profiles for the latest information, noting multiple
WHO-prequalified vaccine products and presentations are available. Additional presentations have
been submitted for WHO prequalification and might become available in the future.

O Integrated disease prevention, control and linkage to existing health interventions

As highlighted in the WHO/UNICEF integrated Global Action Plan for the Prevention and Control of
Pneumonia and Diarrhoea (GAPPD), the use of rotavirus vaccines needs to be part of a comprehensive
and integrated strategy alongside other related interventions such as oral rehydration therapy, exclusive
breastfeeding, zinc treatment, improvements in water, sanitation and hygiene, as well as proper
nutrition. Countries are required to provide the following information in line with GAPPD objectives:

* a high-level description of any existing interventions for preventing and treating pneumonia and
diarrhoea and the implementation status;

e adescription of how rotavirus vaccination could strengthen joint delivery of services and
communication about healthy actions such as exclusive breastfeeding and handwashing with soap,
safe drinking water and sanitation, and guidance around care-seeking behaviours; and

e a description of potential barriers to integrating activities (e.g. policy development; management
and coordination; supply and data management; service delivery; financing; health worker training;
communication and social mobilisation; monitoring and evaluation).


https://www.gavi.org/news/document-library/rotavirus-vaccine-profiles
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> ROUTINE INTRODUCTION WITH CATCH-UP CAMPAIGN
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For routine introduction: iiE\ library of Gavi
guidelines

(J New vaccine introduction plan (NVIP)

For catch-up campaign: Detailed

product profiles

(J Campaign plan of action (can be merged with NVIP)

(] Typhoid Data Guidance (tables 1 and 2)

WHO recommendations

WHO recommends introducing typhoid conjugate vaccine (TCV) for infants and children over six months
of age as a single dose in countries where the disease is endemic and, where feasible and supported by
epidemiological data, a one-time single dose catch-up of children up to 15 years of age.?’

Catch-up vaccination of multiple age cohorts at the time of vaccine introduction is likely to accelerate the
impact of vaccine use. This strategy may also increase indirect (herd) protection of unvaccinated individuals.

Countries should explore existing immunisation schedules to identify where TCV may be co-administered

with other vaccines to ensure synergies and cost-effectiveness, such as at nine months of age or in the
second year of life.

@ Key resources and references

e \WHO Surveillance Standards for Typhoid and other invasive salmonellosis

e Typhoid Data Guidance for Gavi Applications

e WHO Guidance on Co-Administration of Typhoid Vaccine with Measles-containing vaccines

e Typhoid vaccines: WHO position paper — March 2018 (2018)

Available Gavi support

e Gavi support: Gavi provides support for nationwide introduction of TCV into the routine immunisation
schedule and, depending on country context, a one-time catch-up immunisation of up to 15 years of age.

27 Typhoid Vaccines: WHO Position Paper, Weekly Epidemiological Record, No 13, 2018, 93, 153-172.


https://www.who.int/docs/default-source/immunization/publication_annexes/annex3-nvi-template-en.pdf?sfvrsn=52e8c1c7_3
https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/news/document-library/typhoid-data-guidance-gavi-application
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://cdn.who.int/media/docs/default-source/immunization/vpd_surveillance/vpd-surveillance-standards-publication/who-surveillancevaccinepreventable-21-typhoid-r2.pdf
https://www.gavi.org/news/document-library/typhoid-data-guidance-gavi-application
https://cdn.who.int/media/docs/default-source/immunization/multiple-injections/coadministration_of_tcv_with_mcv_15aug2018.pdf?sfvrsn=ff9f92df_7#:~:text=WHO encourages routine programmatic administration,the second year of life.
https://www.who.int/publications/i/item/whio-wer9313
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e Phased introduction: Large countries (e.g. Nigeria, Pakistan) may choose to introduce the vaccine into
their routine immunisation schedule via a phased introduction based on feasibility considerations or a
subnational introduction based on risk (e.g. in certain geographical zones, districts or provinces). These
large countries might also conduct TCV catch-up campaigns to accelerate the impact of vaccine use in all
districts or in some selected districts among those where TCV will be introduced in routine immunisation.
TCV should be introduced into routine immunisation as a minimum in all areas covered by a catch-up
campaign as part of each introduction phase.

e Outbreak response: Gavi does not currently provide support for a TCV stockpile. However, Gavi
support can be requested to respond to typhoid fever outbreaks. Given the limited data on TCV use
in emergencies, countries should contact their Gavi Senior Country Manager, who can liaise with
appropriate technical experts if needed.

Planning for Gavi support
Introduction in routine systems with or without catch-up campaign

e Target population guidance
o For routine: surviving infants at nine months or in the second year of life.

o For catch-up campaign: 9 months up to 15 years of age.

Key considerations for the selection of immunisation strategy

* Implementation feasibility and epidemiologic rationale: Countries are strongly encouraged
to consider implementation feasibility in choosing a specific immunisation strategy. Countries
must justify the selected strategy, and all necessary data should be captured in the completed forms
included in the Typhoid Data Guidance for Gavi Applications. At a minimum, countries should introduce
TCV into the routine system in all areas targeted with a one-time catch-up campaign.

o Catch-up campaigns: If choosing a strategy of a catch-up campaign followed by introduction into
the routine immunisation schedule, countries will need to demonstrate plans to introduce TCV into
the routine immunisation schedule following the completion of the catch-up campaign to ensure
coordination between the two activities. These plans must be reflected in the new vaccine introduction
plan (NVIP) and/or plan of action (these documents may be combined to minimise duplication).

o Target population

e Countries must describe the target population for the catch-up and/or routine introduction and
provide any available information on the typhoid epidemiological situation. If already using the
vaccine, evidence of such vaccine use, targets and coverage must be provided.

e Based on the timing of routine vaccination, countries should reference their TCV target population
against a relevant existing national reference (e.g. measles first dose) if TCV is co-administered at
the same age. Countries should also consider integrating TCV catch-up immunisation with other
planned supplemental immunisation activities.


https://www.gavi.org/sites/default/files/document/support/Typhoid data guidance for Gavi application.pdf
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Guidance and requirements
© Epidemiology and disease burden

Countries must provide the rationale for introducing TCV into the immunisation schedule (including if
it will be national or risk-based) using typhoid disease burden data. Such rationale is strengthened by
providing national or sentinel typhoid fever data (e.g. records of laboratory-confirmed typhoid cases).
The WHO recommends that typhoid cases be confirmed by blood culture or molecular methods of
Salmonella Typhi (S. Typhi) or detection of S. Typhi DNA from a normally sterile site. Widal tests are not
sufficient to confirm cases of typhoid fever. If such data are unavailable, countries should consider using
data from rapid assessments, modelling analyses, typhoid risk factors (e.g. access to sanitation or clean
water) or environmental sampling. See Gavi's guidance on data for TCV introduction for more details.

Countries should consider establishing surveillance systems to estimate and/or monitor typhoid incidence
after vaccine introduction. Gavi support for surveillance activities is available through technical assistance
provided through the Partners’ Engagement Framework-Targeted Country Assistance (PEF-TCA) or health
system strengthening (HSS) support.

For further guidance, consult the WHO Surveillance standards for Typhoid and other invasive salmonellosis.

Requests for TCV support must include the following:

e available data or modelling, an overview of the country’s epidemiological situation, including but not
limited to disease burden, communities most at-risk and geographic spread of typhoid disease and/or
risk factors;

e reports on outbreaks or clustering of typhoid fever cases or other diseases with similar risk factors,
such as cholera; and

* rationale for selected immunisation strategy (e.g. routine only versus routine plus catch-up, national
versus subnational risk-based, one time versus phased).

Requests for TCV support may additionally include:

* data on inadequate sanitation and insecure access to safe water in an area;

e antimicrobial resistance data and trends for S. Typhi; and
* lab-confirmed disease data by age (years and/or months).

@ TCV-related key information to be captured in the new vaccine implementation plan
and/or plan of action

Depending on the immunisation strategy chosen by the country, the NVIP and plan of action can be
combined to avoid duplication and ensure strong coordination between the routine introduction and
catch-up campaign.


https://www.gavi.org/sites/default/files/document/support/Typhoid data guidance for Gavi application.pdf
https://cdn.who.int/media/docs/default-source/immunization/vpd_surveillance/vpd-surveillance-standards-publication/who-surveillancevaccinepreventable-21-typhoid-r2.pdf
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A comprehensive vaccination strategy (NVIP or plan of action) for TCV introduction must
include the following:

e Routine immunisation

o An implementation plan for the routine immunisation programme, which specifies geographical
extent, the timing of routine introduction and projected coverage.

o Demonstration of understanding of challenges or opportunities for introducing TCV based on
previous vaccine introductions to ensure appropriate measures are in place to avoid disruption or
build on best practices.

o Description of integration of TCV into the national health information system for routine tracking
of vaccination coverage.

e Catch-up campaign

o An implementation plan to quantify the target population, and to reach high coverage of the
targeted age group, using lessons learned from previous campaigns targeting in-school and out-of-
school children.

o The catch-up campaign needs to reach specific populations where routine immunisation coverage is
low and inequitable. These populations are often socially and economically marginalized communities,
geographically difficult-to-reach communities, and/or racially and ethnically discriminated communities.
The campaign design therefore needs to include explicit initiatives to reach such populations.

o Plans for monitoring coverage during the campaign to identify gaps in real time, tracking individual
vaccination status and conducting a post-campaign coverage survey.

o |Implementation plan for the smooth transition to the routine immunisation programme.

e Surveillance

o Typhoid fever surveillance: status and scope of reporting system, the existence of access to
laboratory confirmation testing for typhoid fever and testing for antimicrobial resistance in typhoid
fever cases, data management. If there is no surveillance in place, countries should provide plans to
establish typhoid fever surveillance, but this is optional to apply for Gavi support.

o Adverse events following immunisation (AEFI) surveillance: status of the reporting system,
awareness of health care workers on AEFI reporting, AEFI data management and the status of the
AEFI expert committee.

* Preparatory activities: clear description of governance and coordination, and preparatory activities,
including the social mobilisation and communication strategy, training of health workers and
community resource persons.

e Water, sanitation and hygiene (WASH): description of or reference to country plans and
process to improve WASH in identified high-burden areas. Countries should consider approaches for
integrated disease prevention, control and linkage of immunisation programmes to existing health
interventions (e.g. WASH and/or leveraging opportunities across vaccine programmes).
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Vaccine-specific mandatory application attachments

For routine introduction:

For preventive mass campaign:

Risk assessment report

EYE strategy implementation plan (recommended)

Yellow fever (YF) cannot be eradicated, but epidemics can be eliminated if population immunity levels are
raised through mass vaccination and sustained by routine infant immunisation. The risk of outbreaks can be
substantially reduced by immunising at least 80% of the population in at-risk areas.

To achieve and maintain this high coverage rate in at-risk countries, the Eliminate vellow fever epidemics
(EYE) strategy 2017-2026 outlines four potential ways to improve vaccination coverage in high-risk areas:

integration of YF in routine immunisation programmes when administering the measles-containing-
vaccine first dose (MCV1) and strengthening coverage;

conducting preventive mass vaccination campaigns to rapidly increase population immunity in high-
risk areas;

implementing catch-up activities as a risk mitigation measure to close immunisation gaps; and
maintaining a stockpile for reactive campaigns that ensures vaccine equity for YF outbreak response.

All countries should note that YF virus circulation and risk can change and/or expand to additional countries
or regions not currently considered high-risk. WHO therefore recommends that countries:

consult with the EYE Secretariat at WHO;

refer to YF WHO guidance notes, which are revised annually. These documents can be found on the
WHO YF webpage or from relevant WHO country offices; and

refer to the Eliminate vellow fever epidemics (EYE) strateqy 2017-2026.



https://www.gavi.org/news/document-library/outline-campaign-plan-action
https://www.gavi.org/our-support/guidelines
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/news/document-library/detailed-product-profiles
https://www.gavi.org/our-support/guidelines
https://www.who.int/initiatives/eye-strategy
https://www.who.int/initiatives/eye-strategy
https://www.who.int/health-topics/yellow-fever#tab=tab_1
https://www.who.int/initiatives/eye-strategy
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including key publications and documents

For WHO recommendations on the implementation of the eliminating YF epidemics strategy, please refer
to the country toolkit and related guidance.

For more information on conducting a risk assessment, refer to the WHO African Region YF focal point
and EYE Secretariat (EYE.Strategy@who.int).

Gavi provides support for routine introduction, a one-time
preventive mass campaign for countries classified as at high
risk of YF and support for YF diagnostics (see section 3.17.1).

Gavi channels funds for rapid
outbreak response for YF
through the International

‘ ‘ . _ _ _ Coordinating Group. Details on accessing
Countries at moderate risk of YF virus circulation or at potential support for outbreak response are available

risk that have yet to conduct risk assessments are only expected on the
to apply for support if the identified risk is validated in
consultation with the EYE Secretariat.

Introduction to routine systems

e Target population guidance

o WHO recommendation for countries in sub-Saharan Africa: 9 months.

o WHO recommendation for countries in the Americas: 12 months.

e Key considerations
o High-risk countries: High-risk countries are recommended to:

e introduce and sustain high YF vaccine coverage in their routine immunisation system; and

e introduce the YF vaccine into the routine within nine months of the preventive mass campaign.

o Subnational introduction: Introduction of the vaccine into the routine immunisation schedule
will generally be nationwide. However, large countries with relatively small hyperendemic areas may
consider subnational introduction depending on key findings and results of risk assessments.

o Co-administration with MCV1 and other vaccines: It is recommended that the YF vaccine is
given to children 9-12 months at the same time as measles, which often coincides with other vaccines
(e.g. meningococcal A). Hence countries should also mention their target population for the measles
vaccine first dose in their YF request.


https://www.who.int/teams/immunization-vaccines-and-biologicals/diseases/yellow-fever
https://www.who.int/initiatives/eye-strategy
https://www.who.int/health-topics/yellow-fever#tab=tab_1
https://apps.who.int/iris/handle/10665/272820
mailto:EYE.Strategy%40who.int?subject=
https://www.who.int/groups/icg/yellow-fever/stockpiles
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Preventive mass campaigns

e Target population guidance

o Population in high-risk areas, nine months and older, with a recommended upper limit of 60 years old.
The exact target age range may vary depending on the existing specific immunity per country.

e Key considerations

o High vaccination coverage through routine immunisation is top priority: Most high-risk
countries already have the YF vaccine in their routine and should focus on raising routine vaccine
coverage as a top priority. Guidance is provided in section 2 (“Gavi support to introduce and scale up
vaccines”) on using campaigns to strengthen routine immunisation.

o Countries must commit to introducing the YF vaccine routinely: Countries that have not yet
introduced the YF vaccine in their routine should apply for support to do so at the same time as
the request for a preventive mass campaign or provide a statement committing to introduce the YF
vaccine into the routine immunisation schedule within nine months after the campaign.

© Long-term planning and prioritisation

e To support a comprehensive approach to sustained YF control with proper prioritisation, countries are
encouraged to have long-term YF prevention and control plans and attach them to the application.
For example, a summary of all activities related to YF should be reflected in the annual Expanded
Programme on Immunization (EPI) plan or the three-year EYE strategy implementation plan.

e Countries are expected to maintain high routine coverage rates following preventive mass campaigns.
This is important to ensure that the benefits of a preventive campaign are sustained through the
subsequent protection of newer cohorts. Countries should contact WHO for further guidance on
planning preventive mass campaigns before requesting new Gavi support.

© Risk assessments

e Countries must submit a subnational risk assessment prepared with the engagement of the EYE risk
analysis working group when applying for Gavi support. In addition, countries are expected to consult
with the EYE Secretariat at least 6-12 months before submitting a request for support to Gavi to
receive technical assistance to:

o prioritise for new YF vaccine routine introduction plans;
o validate the level of country risk;
o prioritise preventive mass campaign introductions; and

o validate vaccine dose requirements per phase and year.
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In November 2018, the Gavi Board approved support for YF diagnostic
capacity strengthening by providing laboratory supplies, equipment and
capacity building to countries.

This support aims to facilitate more reliable YF laboratory testing, which

in turn should allow more effective and efficient YF vaccine usage,
particularly in response to outbreaks and in addressing the gaps in routine
immunisation coverage identified through the detection of YF cases.

Gavi support for YF vaccine procurement includes:

yellow fever molecular tests;
yellow fever IgM ELISA tests;
yellow fever IgM rapid diagnostic tests;

time-restricted availability of consumable supplies, including reagents, needed for tests to confirm YF
infection in suspected YF cases and certain equipment specifically needed to conduct those tests.

Gavi may support the procurement of consumable YF vaccine laboratory supplies for a country without
supporting the procurement of YF diagnostic equipment. For purposes of Gavi funding for the procurement
of reagents, supplies and equipment for YF diagnostic testing, the specific amounts and types of consumable
supplies procured for testing a given number of samples and the types of equipment procured for use in the
YF laboratory network will be determined based on input from WHO and UNICEF.

Enzyme-linked immunosorbent assay Personal protective supplies, including eye
(ELISA) testing protection and disposable gloves

ELISA reagents or test kits Equipment

ELISA testing consumable supplies, including ELISA washer

ELISA reaction plates and pipette tips. ELISA reader

Polymerase chain reaction (PCR) testing

PCR test kits

PCR machine

Biosafety cabinet
PCR testing consumable supplies,
including PCR testing tubes

For purposes of Gavi funding for procurement of reagents, supplies and equipment for YF diagnostic
testing, the specific amounts and types of consumable supplies procured for testing a given number of
samples and the types of equipment procured for use in the YF laboratory network will be determined
based on input from WHO and UNICEF.


https://www.gavi.org/our-support/guidelines
https://www.gavi.org/our-support/guidelines
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Countries eligible to request YF diagnostics support

The support for YF diagnostic tests is currently available to Gavi-eligible African countries classified as high or
moderate risk for YF by WHO as part of the Eliminate YF epidemics (EYE) strategy.

e Approved: Benin, Burkina Faso, Cameroon, Central African Republic, Chad, Congo, Céte d'Ivoire,
Democratic Republic of the Congo, Ethiopia, Ghana, Guinea, Kenya, Liberia, Mali, Niger, Nigeria, Senegal,
Sierra Leone, South Sudan, Sudan, Togo and Uganda.

* Eligible, not (yet) applied for: Burundi, Eritrea, Gambia, Guinea-Bissau, Mauritania, Rwanda, Somalia,
United Republic of Tanzania and Zambia.

The national government must submit requests to the Gavi Secretariat. In addition, this support is
provided only to a country’s national public health YF reference laboratory. To receive support, the
national public health YF reference laboratory must have a solid basis for testing at least 50 YF samples
a year to maintain adequate testing proficiency.

Gavi-supported YF diagnostic tests will be procured via the UNICEF Supply Division. Self-procurement or
procurement via other mechanisms is not possible for Gavi-funded procurement of YF laboratory supplies
and equipment.

Limitations and other sources of support

Funding for basic laboratory infrastructure components such as staff, electricity, water, furniture, etc

is not available as part of Gavi support for YF diagnostic capacity; such components should be funded
through other means. Gavi health system and immunisation strengthening funding may be available to
support surveillance and laboratory capacity in national plans focusing on achieving and maintaining high
immunisation coverage and addressing underlying equity challenges. In addition, technical assistance,
such as laboratory staff training and quality assurance/quality control testing, can be made available for
YF national laboratories and WHO regional reference laboratories.

Requirements
e Completed application form.

e Signatures required to endorse the request before submission to Gavi:

o Minister of Health (or their delegated authorities);
o Director of national YF laboratory (or their delegated authority); and

o Evidence that the Ministry of Finance has been made aware (e.g. through stamped reception of the
Ministry of Health application to Gavi).


https://apps.who.int/iris/bitstream/handle/10665/272408/9789241513661-eng.pdf

Vaccine Funding Guidelines
3.17 Yellow fever vaccine

e The coordination forum — the inter-agency coordinating committee (ICC), health systems coordinating
committee (HSCC) or equivalent body — must endorse the request before submission to Gavi. This can
also be done through the ICC/HSCC endorsement of the joint appraisal and should be reflected in ICC/
HSCC minutes.

NOTE: The signature of the Ministry of Finance (or their delegated authorities) is recommended. Evidence
that the Ministry of Finance has been made aware is required to ensure government awareness of its
responsibility for the funding of YF laboratory reagents, supplies and equipment. To ensure long-term
financial sustainability, countries will be expected to eventually contribute some of their resources and
gradually assume full responsibility for funding YF laboratory materials. More information will be provided as
it becomes available.
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Annex 1: Available Gavi vaccine support and eligibility by country

The chart below provides an overview of a country’s Gavi-supported vaccine portfolio (as of 2023) and transition phase for purposes of
better understanding which vaccines a country is eligible for but has not yet introduced and country obligations for vaccine co-financing.
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Papua New Guinea

Solomon Islands

Introduction type R - Introduction of a routine programme € - Campaign

Eligibility type Not yet introduced a routine or campaign  E - Eligible

! Approval for IPV catch-up campaign: Cote D'Ivoire, Eritrea, Kyrgyzstan, Malawi, Mongolia, Rwanda, Senegal, Sierra Leone, Togo,
Uzbekistan, Zimbabwe

2 Eligibility for IPV catch-up campaign: DPR Korea, Djibouti, Gambia, Guinea-Bissau, Lesotho, Nepal

3 Second dose of M or MR vaccine as second dose of measles containing vaccine. The list excludes measles follow-up campaigns
as they are not directly associated with routine introductions. They are supplementary immunisation activities to fill measles
immunity gaps.

4 MR vaccine as rubella containing vaccine. Eligibility in this list is based on WUENIC 2019 data and survey coverage of the last M/MR

D - Demonstration

SE - Requiring special board decision

A - Approved, awaiting introduction

Not eligible

campaigns and may change based on latest available data. Please refer to the MR programme guidance for details of the eligibility
criteria. The list excludes measles-rubella follow-up campaigns as they are not directly associated with routine introductions. They are
supplementary immunisation activities to fill measles immunity gaps.

°Support to introduce any of the three recommended DTP-containing vaccine boosters into the routine immunisation schedule.
Countries that have a booster programme are not eligible for support for that existing touchpoint, except for those deciding to switch
from DTP to pentavalent or hexavalent in the 2YL

¢ Countries that may have conducted MenA preventive mass vaccination campaign are still eligible for routine immunisation or
routine immunisation with catch up campaigns.
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Annex 2: Post-campaign coverage survey
(PCCS) requirements

Countries benefiting from campaign support must report results to the Gavi Secretariat.

PCCS requirements for Gavi-supported campaigns

e Following all Gavi-supported vaccination campaigns, countries must conduct an independent,
statistically and technically sound PCCS with probability sampling to assess the national level of
vaccination coverage? achieved during the campaign.? This requirement helps to ensure:

o independent estimation of national coverage of the completed campaign supported by Gavi using
probability sampling; and

o accountability for the campaign by in-country leaders and other stakeholders.

e When applying for Gavi campaign support, countries must indicate the scope and objectives of a
planned PCCS in the campaign plan of action. Countries must also include the cost of the PCCS as part
of the detailed budget for the Operational Cost grant. The PCCS should ideally be funded by the Gavi
grant to ensure there is no funding gap, but it can also be funded by a third party if the funding has been
committed and mobilised.

e The PCCS report must be submitted to Gavi upon completion and no later than six months after
implementing the campaign.

Planning for a PCCS

* Roles and responsibilities: Countries should clearly define the roles and responsibilities of key persons
and agencies for planning, conducting, analysing and disseminating the post-campaign survey.

o An independent, interdisciplinary team should conduct a post-campaign survey with inputs from the
immunisation programme and its partners to ensure an objective campaign coverage assessment.

o Countries are encouraged to work with the national statistical office or an equivalent government
programme to obtain the best available sampling frame and to ensure continued engagement and
local capacity strengthening.

e Timing of survey: A PCCS should be conducted as soon as feasible, within three months, after the
completion of a campaign to reduce recall bias. This may mean conducting the PCCS at staggered
intervals for campaigns that are implemented in phases.

e Anticipate a 6-12 month planning period: The technical and operational planning for a PCCS should
start at least 6-12 months before the planned campaign.

* Integrated campaigns: If conducting an integrated campaign (e.g. MCV and meningococcal A
vaccine), the PCCS should aim to measure the coverage of each intervention delivered during the
campaign. This will require careful planning of the supplementary immunisation activities (SIA) (e.g. giving
each vaccine in a different but consistent limb), use of different coloured finger marks for each vaccine,
and recording each vaccine on the campaign card (or using a different coloured card for each vaccine
given during the campaign). This will make it easier to collect data on which vaccine(s) were received
when conducting the PCCS.

28 For subnational campaigns, coverage in the population and geographic areas targeted by the campaign.
2 |f countries are faced with exceptional circumstances that do not allow the PCCS to be conducted (e.g. security issues), they must provide a written justification to Gavi.
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e Adapt SIA Readiness Assessment Tool: Countries are encouraged to adapt WHQO's SIA Readiness
Assessment Tool (EN | FR) to capture key PCCS-related activities and milestones to adequately monitor
the preparations and implementation of a high-quality PCCS.

e Technical assistance: Countries are encouraged to consider including technical support for a planned
vaccination survey and PCCS. Close engagement and partner support are key, especially during the early
planning and budget estimation process.

PCCS design
. Refer to the WHO Vaccination
e Standardised questionnaires: Standardised PCCS Coverage Cluster Survey
guestionnaires — or questionnaires reviewed by an expert Reference Manual for Post
committee and validated for collecting data on vaccination — Campaign Coverage Surveys for
are strongly encouraged to ensure conformity with best technical guidance to plan, design and
practice. Questionnaires should be designed to facilitate conduct as PCCS.

accurate data collection and according to the methods used
in the local setting to document doses received during the campaign and in routine vaccination services.
Adequate pilot testing is encouraged, and practical training and supervision of interviewers is essential.

e Standardised statistical analyses: Conduct appropriate statistical analyses given the survey sampling
design. This is facilitated by using vaccination coverage quality indicators (VCQI). Data analyses must
be appropriately weighted following WHO guidelines; it is important to ensure that the information to
calculate weights is well documented during survey planning and implementation.

e Sample size and degree of precision for PCCS: The survey needs to be of sufficient sample size
relative to the target population of interest and the purpose of the survey. Technical experts recommend
that countries aim for a national campaign coverage estimate with a precision of +5% when coverage
is expected to be at least 80%. Aiming for more or less precision may depend on the programmatic
decisions expected from the survey. Special efforts are needed to ensure the most up-to-date and
complete sampling frame and determine operating procedures for reaching special populations such as
refugees, internally displaced populations and the urban poor.

o For integrated campaigns (e.g. MCV and meningococcal A vaccine), which may have multiple age
groups, the sample size needs to be calculated for each indicator in terms of the number of interviews
to be completed, and then the required number of households to include in the survey needs to be
calculated based on the local population demographics (see Annex B of WHO vaccination coverage
cluster survey reference manual for post campaign coverage surveys).

e Geocoordinates: Collecting geo-coordinates of households (or, at a minimum, of clusters) to allow
for geospatial analysis of data. This is strongly encouraged as geospatial analyses can help extrapolate
information from the survey to areas not included in the survey and identify areas within the country
where extra attention is needed to reach zero-dose children in future activities.>

e Prioritising national-level coverage estimates: Reliable national-level coverage estimates
should be the priority of Gavi-supported PCCS. Aiming for precise estimates in each subnational unit
is discouraged as this can hurt the process and quality.®' Experiences in some countries showed that
aiming to produce subnational estimates can delay the survey process, potentially increasing recall

30 Geospatial variation in measles vaccine coverage through routine and campaign strategies in Nigeria: Analysis of recent household surveys. Utazi CE, Wagai J,
Pannell O, Cutts FT, Rhoda DA, Ferrari MJ, Dieng B, Oteri J, Danovaro-Holliday MC, Adeniran A, Tatem AJ.Vaccine. 2020 Mar 23;38(14):3062-3071. doi: 10.1016/j.
vaccine.2020.02.070. Epub 2020 Feb 29.

31 The WHO coverage survey guidelines describe the implications and considerations for sample size, resources and quality control of stratifying surveys to different levels
of the health system.


https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-assessment-tool.xlsx?sfvrsn=f8811eb3_4
https://cdn.who.int/media/docs/default-source/immunization/measles/sia-readiness-assessment-tool-fr.xlsx?sfvrsn=321ce740_4
mailto:https://apps.who.int/iris/handle/10665/272820?subject=
mailto:https://apps.who.int/iris/handle/10665/272820?subject=
mailto:https://apps.who.int/iris/handle/10665/272820?subject=
mailto:https://apps.who.int/iris/handle/10665/272820?subject=
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bias, significantly increasing the survey cost and potentially compromising the survey quality. If there
are specific questions about certain high-risk population sub-groups based on existing evidence,
countries may consider oversampling specific areas or target groups. Countries should discuss any
considerations for subnational and/or specific population sub-groups with Gavi and technical partners,
especially when conducting targeted or tailored subnational or selective activities.

e Coverage among “measles zero-dose” children: For MCV vaccination campaigns, the PCCS
must also provide an estimate of the campaign coverage among children younger than five years
stratified by the number of previous MCV doses (zero, one, at least two, or unknown), as per the
PCCS report template checklist above and as calculated by vaccination coverage quality indicators (VCQI).
This will allow estimation of campaign coverage among “measles zero-dose” children (i.e. children who
had not previously received MCV).

e Routine immunisation coverage: To calculate coverage among measles zero-dose children, questions
must be asked about prior receipt of MCV during routine vaccination (according to the vaccination
record or caretaker recall) and/or during previous SIAs (according to an SIA card or caretaker recall).
Adding questions on receipt of all routine vaccinations to a PCCS is generally discouraged, as it adds
to the required time, cost and complexity and may jeopardise the data quality of the PCCS.32 Routine
vaccination questions may be integrated into PCCS in limited instances, provided that:

o there is adequate planning time and funding;

o the addition of routine vaccination questions does not add an unnecessary burden on data collection
and does not hamper the quality or timeliness of a PCCS; and

o countries and technical partners must agree on a small number of routine vaccination questions to be
added based on the intended use of data.

PCCS reporting

e The PCCS report should have a detailed description of the rationale and purpose of the survey, the
scope of the survey, the target population, sampling procedures, planned sample size, strategies used
to minimise bias (e.g. revisits to target populations) and limitations to facilitate the interpretation of the
results and replication of similar surveys in the future. It should also include a detailed description of the
sample from which data was collected (e.g. areas excluded before or after the sample was taken due to
security or other concerns). Please refer to the PCCS report template checklist referred to above.

e Countries may wish to encourage the agency conducting the survey to use the WHO VCQI tools for
survey analysis.

e If possible, countries should also share the raw data from the PCCS with Gavi when submitting the
PCCS report.

Using PCCS report for future planning

e The PCCS, if of high quality, can help to plan future campaigns and other strategies. Examples include
lessons learned and improvements in the next campaign from triangulation of information from multiple
sources, planning for strategies that could be used to improve routine immunisation based on results
on the proportion of children reached for the first time by campaigns (and on geospatial analyses, if
conducted), and improving strategies for a particular age group for next campaign if the analysis is
stratified by age group.

32 Monitoring vaccination coverage: Defining the role of surveys, Cutts ET., Claquin P, Danovaro-Holliday MC, Rhoda DA, Vaccine, 2016 July 29;34(35):4103-4109.
doi: 10.1016/j.vaccine.2016.06.053. Epub 2016 Jun 24.
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Gavi support for measles and rubella uses the standard hierarchy of strategies for measles and rubella control:
1. Routine immunisation
2. Supplementary immunisation activities (SIA) (or campaigns)

3. Outbreak response

Measles and rubella control strategies

Process e
Strategy for Ai Available Gavi Gavi guidance t t and rubella-
measles control 'm support documents oreques specific
support .
requirements
1 Routine Improving MCV1* and Health system Programme e Full Portfolio * Measles and
immunisation  MCV2** coverage to strengthening Funding Planning (FPP) rubella five-
protect individuals and (HSS) Guidelines process year plan with
achieve high population . Joi isal FPP
immunity on an ongoing olnt appraisal Annual review
basis and decrease reliance process of the five-
on SIA year plan
Reduce burden of rubella New vaccine Vaccine Vaccine e Campaign
and congenital rubella support guidelines application plan of action
syndrome, quickly build (measles-rubella process, as « Campaign
up population immunity introduction part of FPP or budget
against rubella and avoid and catch-up) standalone
paradoxical effect through
MR catch-up campaign
Introduction of a second New vaccine Vaccine Vaccine e New vaccine
dose of MCV in routine support (MCV2)  guidelines application introduction
immunisation process, as plan
part of FPP or * New vaccine
standalone introduction
budget
2 Supplementary Supplement routine New vaccine Vaccine Vaccine e Campaign
immunisation immunisation and quickly support (M/ guidelines application plan of action
activities (or address measles immunity MR follow-up) process, as « Campaign
campaigns) gaps to mitigate risk of part of FPP or budget
outbreaks standalone
Outbreak Respond to measles Outbreak M&RP Ad-hoc Please refer
response outbreak Response Fund guidelines to Measles
(ORF) through & Rubella
Measles Partnership
& Rubella website
Partnership
(M&RP)

*Measles-containing vaccine dose 1
**Measles-containing vaccine dose 2


https://measlesrubellapartnership.org/
https://measlesrubellapartnership.org/
https://measlesrubellapartnership.org/
https://measlesrubellapartnership.org/
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campaign support information

Introduction

In line with the November 2018 Board decision, countries requesting new measles or measles-rubella
follow-up campaign support may request operational support for national and subnational campaigns
and enhanced routine immunisation activities to reach missed and zero-dose children identified by the
campaigns. If countries decide to use this flexibility to conduct enhanced routine immunisation activities
with their measles/measles-rubella (MR) supplementary immunisation activities (SIA) funding, the following
guidelines provide additional information on what activities may be proposed as part of this flexibility.

Principles for selection of activities:
* improving measles-containing vaccine (MCV) coverage while strengthening routine immunisation overall;

e strengthening routine immunisation to increase the SIA intervals and, in the long term, decrease the
reliance on SIAs; and

* aligning with existing support to ensure coherence with investments in the national expanded
programme of immunisation (EPI) and those already planned and budgeted in existing Gavi health system
strengthening (HSS) support. This alignment will be reviewed by the Independent Review Committee
(IRC) during their review of the overall application. (See Gavi Application Process Guidelines).

Enhanced routine immunisation strengthening activities (illustrative)
SIA-related: before, during and after SIA

The following routine immunisation-strengthening activities are focused on short-term investments intended
to occur around the timeline of the SIA. For additional details, see the SIA Field Guide and the accompanying
SIA e-learning course. For additional strategies and activities, refer to the Global Routine Immunisation
Strategies and Practices (GRISP) specifically to activities targeted at reaching universal immunisation
coverage. Most of the following activities or guidance can and should already be incorporated into the pre-,
intra- and post-SIA activities without requiring additional resources.

Before SIA

e Training: Conduct training needs assessment six months before the SIA to organise competency-
based training accordingly. Include routine immunisation and surveillance topics during SIA training and
reinforce skills for proper routine immunisation microplanning, vaccine handling, injection safety, adverse
events following immunisation (AEFI) management and waste management. Identify training institutions
(health training college, nursing schools, etc) in the SIA areas that can host training and possibly move
towards providing this training support in the long term.

e Advocacy, social mobilisation, communication: Conduct the knowledge, attitudes, beliefs and
practices (KABP) survey in the community to develop communication messages for routine immunisation
and SIA.


https://www.gavi.org/sites/default/files/support/ApplicationProcess_Guidelines.pdf
https://apps.who.int/iris/rest/bitstreams/1265744/retrieve
https://agora.unicef.org/course/info.php?id=11289
https://apps.who.int/iris/bitstream/handle/10665/204500/9789241510103_eng.pdf;jsessionid=207C2824646895CA7D2A68D03B051F39?sequence=1
https://apps.who.int/iris/bitstream/handle/10665/204500/9789241510103_eng.pdf;jsessionid=207C2824646895CA7D2A68D03B051F39?sequence=1
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e Supervision, monitoring and evaluation: Use routine supervisory visits and other relevant information
before the SIA to assess routine immunisation performance, identify training needs and plan for targeting
high-risk districts for additional routine immunisation supervisory support after the SIA.

During SIA

e Training: Use supervision checklists to review processes and address issues of the routine immunisation
programme (e.g. injection safety and waste management, etc)

* Vaccine safety surveillance: Strengthen AEFI reporting, management and proper use of AEFI kits
through supervision during the SIA.

e Advocacy, social mobilisation, communication: Emphasise the importance of the SIA and routine
immunisation during media briefings, press releases and community education sessions. Have health care
workers (HCWs) remind caregivers to bring children back to routine immunisation service for any missing
routine immunisation doses and MCV?2 in their second year of life (depending on vaccination schedule).
Have health workers register under-immunised children and plan for defaulter tracking.

e Supervision, monitoring and evaluation: Review and address challenges to the routine immunisation
programme. Use rapid convenience monitoring to identify communities with children being missed by the
SIA or routine immunisation and the reasons for non-vaccination.

After SIA

e Planning: Update and revise routine immunisation micro plans, maps of catchment areas and routine
immunisation strategies for communities with many under-vaccinated or unvaccinated children. Use SIA
data and post-SIA review meetings to revise sites of routine immunisation outreach locations and plan in
the short/medium term for periodic intensification of routine immunisation (PIRI) where needed.

e Logistics, cold chain, vaccine handling and waste management: Include cold chain equipment
purchased for the SIA in the routine immunisation programme equipment inventory and maintenance plan.

e Advocacy, social mobilisation, communication: Use advocacy and social mobilisation activities with
interested groups (e.g. women’s and youth groups) to promote routine immunisation and recognition/
reporting of suspected measles and rubella cases.

e Supervision, monitoring and evaluation: Conduct coverage surveys to assess SIA and routine
immunisation coverage levels and identify high-risk and underserved populations, low-coverage districts
and reasons for non-vaccination within the routine immunisation programme. Immediately use SIA
data, including rapid convenience monitoring results in low coverage areas, to rapidly plan and execute
vaccination sessions and PIRI as needed.

Enhanced routine immunisation-strengthening activities

Beyond SIA: Longer term interventions (see “Beyond SIA” table for illustrative activities)

The following routine immunisation-strengthening activities fall under five intervention areas: missed
opportunities for vaccination, second year of life, reaching every district (RED/REC), school screening and
PIRI. These areas have been selected for their relevance to routine immunisation-strengthening strategies
identified in the GRISP and their ability to improve MCV coverage.

Missed opportunities for vaccination (MOV): Reducing missed opportunities for vaccination is a
strategy to increase immunisation coverage simply by making better use of existing vaccination sites (at
health centres, hospitals, outreach/mobile services etc). The MOV strategy answers questions about how
many opportunities are missed, why and what can be done differently to address the missed opportunities.
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Additional information

e MOV planning guide, assessment methodology and intervention guidebook
(the intervention guidebook is in development and coming soon).

* The Service Provision Assessment (SPA) survey is a health facility assessment that provides a
comprehensive overview of a country’s health service delivery, including services delivered through
non-governmental (private) providers.

Second year of life (2YL): An increasing number of vaccine doses are recommended to be given after one
year of age, and most infant vaccination can be caught up in the 2YL (if missed earlier). A strong platform in
the 2YL is the first important step in extending immunisation beyond infancy and encouraging the continuity
of routine vaccination into preschool, school, adolescent and adult populations. For additional information,
refer to WHO guidance, Establishing and strengthening immunization in the second year of life.

Reaching Every District/Reaching Every Community/Reaching Every Child (RED/ REC): Planning
and implementing the five RED/REC approach components is fundamental to improving immunisation
coverage and equity at national, district and health facility levels. This includes: 1) planning and managing
resources, 2) engaging with communities, 3) supportive supervision, 4) monitoring and using data for action,
and 5) reaching all eligible populations. The updated 2017 RED/REC guide also addresses strategies to
improve access and use among urban populations.

Additional information

e Reaching Every District (RED) (2017)

* Guidelines for coverage and equity assessments that complement the RED structure (being
developed by UNICEF, supported by working papers overseen by the Equity Reference Group) will
increase focus on certain areas such as urban poor, remote rural, conflict and gender issues. This will
help MR flexibilities target the most vulnerable/lowest coverage, with suggestions around strategies
that can support improvement.

School screening: Checking the vaccination history upon entry to, or during, childcare, pre-school or
primary school is one strategy countries can employ to identify and catch-up children who have missed
previous doses of routine vaccinations. Rates of home-based record retention and school enrolment

are important factors to consider when identifying populations that would benefit most from a school
screening programme. High-level engagement with school health programmes and advocacy at the national
and subnational levels are critical to the success of this approach. For additional information on school
immunisation screening case studies, refer to WHO page, which includes case studies of effective school
screening programmes.

Periodic intensification of routine immunisation (PIRI): PIRI is a descriptive term that refers to a range
of activities that aim to increase coverage for routine immunisation, including doses of all vaccines. PIRI can
include activities to augment service delivery, increase the support and demand for routine immunisation,
or a combination of supply- and demand-related activities. To justify using resources and not inadvertently
detract from routine immunisation services, PIRI service delivery activities should focus on reaching
populations frequently underserved or missed by routine immunisation.


https://www.afro.who.int/sites/default/files/2018-02/Feb 2018_Reaching Every District (RED) English F web v3.pdf
https://www.who.int/teams/immunization-vaccines-and-biologicals/essential-programme-on-immunization/integration/school-vaccination
https://apps.who.int/iris/handle/10665/330101
https://dhsprogram.com/What-We-Do/Survey-Types/SPA.cfm
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Beyond SIA: illustrative activities for enhanced routine immunisation strengthening

Gavi grant
activity category

Service delivery

MOV and 2YL

* Update supportive supervision checklists
and other tools to include 2YL and MOV
principles on screening and catch-up of
missed vaccinations, recording/reporting
of late doses, and monitoring MCV1-
MCV2 dropout.

2YL: Develop and disseminate 2YL
guidelines (including promotion of
screening and catch-up at all contacts).

MOV: Update existing immunisation
guidelines for MOV and disseminate
(including promotion of screening and
catch-up vaccination).

PIRI

Convene a technical working group
and subcommittees to oversee detailed
planning for PIRI. The technical working
group should review subnational data
to identify target populations that are
perpetually underserved and establish
the main parameters for the PIRI service
delivery, including target age groups,
vaccines and doses to be provided,
geographic areas to be served, and
service delivery strategies.

Plan for additional outreach or mobile
sessions to provide immunisation plus
other primary healthcare services as
feasible to populations that are currently
missed and which cannot be reached
through fixed services.

Conduct microplanning considering the
age groups to be vaccinated during the
PIRI activity, the estimated numbers of
unvaccinated or under-vaccinated children
to be reached, and where they live.

RED/REC

Support EPI (district) health management
teams to identify immunisation
opportunities for delivering additional
PHC interventions.

Expand sessions (fixed, outreach, mobile)
to reach targeted groups (e.g. urban,
rural, pastoralist).

Arrange for the use of private sector
facilities as outreach.

Develop systems to track children
between visits (e.g. Tickler files) to
reduce dropout.

Conduct community meetings and/
or focus group discussions on demand
generation and integration of services.

Convene policy-makers for discussion
and alignment on policies for integrated
delivery (e.g. school health and EPI).

Hold microplanning meetings at district
level, particularly to address missed
groups (e.g. urban slums).

Convene working group and/
or meetings with relevant vaccine
safety stakeholders.

School screening

Convene working group and/or
meetings from school and EPI to develop
a country-tailored strategy for school
immunisation screening.

Review data on school enrolment rates
to identify potential geographic areas
of focus.

Procure home-based records.

Conduct microplanning to include school
screening and/or delivery of vaccines.

Pilot school screening programme in
targeted district(s) or nationwide as
appropriate.

Develop and distribute guidelines for
school staff and health workers on
vaccinating school-aged children.
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Beyond SIA: illustrative activities for enhanced routine immunisation strengthening (continued)

Gavi grant
activity category

MOV and 2YL

PIRI

RED/REC

School screening

Capacity e Support countries to develop a e Develop competency-based training, * Develop and conduct supervisor e Train HCWs to communicate with parents
building national continuous professional clegrlly idlentifyi‘ng fthe parameters of_ the trainings for integrated delivery. about school screening and importance
learning approach or integrated plan activity (i.e. objectives, location, timing . . of home-based record retention.
of human for in-service training and modules to and duration, activities, monitoring and Develop and distribute integrated
resources complement/update pre-service training. evaluation aspects). Include screening, supervisory checklists. * Conduct v_vorkshops for school staff
.. . recording and reporting of doses to ° De\/e|op and imp|ement remote systems and PI’OPI’IE'[OI’S to educate them about
* Develop and produce training materials be administered f . - vaccinations and school screening
(including e-material) for screening and ’ or supportive supervision. procedures.
eligibility criteria of both EPI and non- * Develop a schedule for training, e Conduct trainings on interpersonal
EPI staff. including both training of trainers communication.
° Develqp, fleld te_st and distribute (also in ;?gvréaelglqgeo:tig Zirglgigggl/ig ° Exp|ore capacity bu||d|ng innovations
e-versions) job aids. training, including materials needed such as adult learning.
e Training of trainers, with emphasis on during training. o Identify training institutions able — or
those who can train others. « Develop a schedule for supportive enable suitable institutions — to provide
e |dentify training institutions able — or supervision visits during PIRI training (health training college, nursing
enable suitable institutions — to provide activities (designate supervisors for schools, etc) for the long term.
training (health training college, nursing the PIRI activities and develop a
schools, etc) for the long term. supervision checklist).
e Adapt/use existing innovative adult
learning approaches and tools (e.g.
web-based immunisation academy).
e Assess HR/staffing to support
implementation, change job description/
term of reference for existing positions
to include 2YL/MOV work.
Procurement e Update vaccine forecasting and order * Develop a detailed schedule and e Assess and procure devices for waste e Procure additional cold boxes as
and supply additional vaccines accordingly. budget for distribut_ic_)n of vaccines disposal and cold chain. needed (if vaccines are to be transported
. . and other commodities. . to school).
chain e Calculate and order commodities for e Calculate and order commodities for
management integrated interventions. integrated interventions.

Assess and meet additional cold chain
space requirements, if needed.
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Beyond SIA: illustrative activities for enhanced routine immunisation strengthening (continued)

Gavi grant
activity category

MOV and 2YL

PIRI

RED/REC

School screening

Health e Modify information system and tools * Develop and distribute tally sheets and e Revise/distribute tally sheets, registers e Determine how to record and report
information (including home-based records and registers to all service delivery points. and cards. doses given at older ages. Develop and
registers) to reflect catch-up vaccination. ) . . - o I rocure necessary data collection and
systems 9 ) P * During training and supervision, ° P||o.t apd assess electronic immunisation cphild tracking togls e.9. school registers
¢ Field test and validate new tools. include skills practice on screening, registries in urban areas. e ’
. recording of doses given during PIRI i itori e Field test and validate.
* Procure and distribute updated home- 9 9 97 * Develop and implement monitoring
based records and registers and how to capture these doses in systems for integrated service delivery.
: monthly summary reports to the ]
* Conduct health facility assessment. health management information * Develop pracesses and tools to improve
system. Training should include specific data monitoring and reporting (visual
guidance on actions to take when dashboards, charts, etc).
children lack home-based records e Conduct private sector assessment on
indicating their vaccination status. quality of services and contribution
¢ Conduct evaluation on the extent to to coverage.
which the target populations were e Procure and distribute AEFI
reached by PIRI service delivery activities. reporting forms.
e Conduct equity analysis.
e Conduct root cause analysis.
Advocacy, * Develop, field test, order and e Establish or convene a working group e Create and pilot health messages to e Conduct focus group discussions

communication,
and social
mobilisation

disseminate communication materials.

e Advocacy, sensitisation of professional
societies, private practitioners, etc.

Pilot and finalise communication and
social mobilisation messages.

Develop and distribute social
mobilisation materials.

2YL: Prepare for launching ceremony.

for advocacy, communication, and social
mobilisation to address PIRI. The group
should articulate the communication
objectives for PIRI in a way that
reinforces routine immunisation.

Develop a plan of action and budget
that includes the development and
testing of key messages on the
importance of routine immunisation and
where and when it is provided.

Conduct meetings with community
leaders so they can convey the
importance of routine immunisation and
features of the PIRI activity, if it has a
service delivery component.

address demand (e.g. through use of TV/
radio, posters or other media).

Explore innovative methods of
communication and demand
generation such as SMS messaging
reminders to caregivers.

Engage community health workers.

Conduct urban needs assessment to
identify barriers to seeking care in urban
areas and slums.

Conduct social mobilisation activities
to generate demand for vaccination in
areas with poor uptake of services (e.g.
urban areas and slums).

Conduct stakeholder meetings with
private providers.

with parents to develop key messages
around school immunisation screening
and/or delivery.

Procure materials to educate parents and
school staff about school immunisation/
screening programme.

Conduct social mobilisation activities to
communicate school vaccination and/or
screening activities with parents.

Inform, obtain and document parent
consent for children to be vaccinated.
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Beyond SIA: illustrative activities for enhanced routine immunisation strengthening (continued)

Gavi grant
activity category

Legal, policy
and regulatory
environments

MOV and 2YL PIRI

* Review existing policies and guidelines
and remove any barriers to vaccinating
children over the age of one year that
would impede the provision of routine
doses of vaccine to children over one
year of age.

e Review and revise existing laws and
develop policies on MOV or relating to
vaccination in the 2YL.

To place emphasis on country
leadership to reduce MOV, create
MOV strategy team at the national
or subnational level. * Develop and distribute operational
guidelines for PIRI service

Consider transition to use of M/MR in delivery activities.

five-dose vials for routine — especially
in rural areas and settings with small
session sizes.

2YL: Develop and disseminate 2YL
guidelines (including promotion of
screening and catch-up at all contacts).

RED/REC

* Review and revise catch-up vaccination
and multiple injection policies.

e Review and revise laws for protection of
health workers in case of AEFI.

e Review and revise policies for school
immunisation screening.

School screening

Review and revise policies for school
immunisation screening.

Clarify catch-up vaccination and multiple
injections policies as well as eligibility of
school-aged children.

Create the enabling legal environment
for school programmes. This may
include enforcing existing laws or
informing new laws on mandatory/
recommended vaccination.

Set a transparent process to inform, obtain
and document the parent’s consent.
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temperature chain (CTC) qualified vaccines

Introduction

The controlled temperature chain (CTC) is a proven approach to vaccine management, allowing vaccines to
be kept at temperatures outside the standard cold chain (i.e. +2°C to +8°C) under specified conditions. The
use of CTC without cooling materials or refrigeration can ease the logistics of delivering the vaccine, which
can be especially useful in resource-limited or hard-to-reach areas or where speed of delivery is crucial.

CTC implementation support available

For countries interested in delivering in CTC conditions — where a vaccine is qualified for CTC use or where
there is WHO guidance on CTC delivery — Gavi and WHO will support countries in implementing CTC with
the following resources. These can be included in Operational Grants (Ops) campaign budget requests.
Funding approval will depend on whether the overall funding requested for the campaign is within the Ops
campaign thresholds.

1. Training healthcare workers and campaign implementors on CTC is recommended to ensure efficient
and appropriate use of CTC strategy and avoid implementation confusion and vaccine wastage. It is
recommended that while preparing campaign budgets, countries include a few additional hours (about
2 hours) for CTC training in addition to the typical campaign training.

2. Monitoring of CTC duration and threshold temperatures is recommended through the use of
peak temperature threshold indicators (PTTIs) or integrated VVM-TIs (threshold indicators) to identify
any vaccines that are exposed to temperatures higher than +40°C during implementation and to ensure
the maximum number of allowed consecutive days of CTC have not been exceeded. This is necessary to
prevent administering vaccines whose quality may be compromised.

Each PTTI is added to the secondary vaccine pack and costs around US$ 0.11 per PTTI. For a campaign
with a target population of 20,000 to 50,000, it is estimated that procuring a maximum of 2,500 PTTIs
(totalling US$ 275 overall) will be necessary. In comparison, for a larger campaign reaching a target
population of 1 million, total costs are estimated to be up to US$ 3000. These costs may be offset by
the cost-savings in the CTC delivery strategy via a reduction in overall cold-chain and vaccine delivery
costs.

For additional information, please refer to the Programme Funding Guidelines.

Additional information

e WHO CTC Implementation Guidance


https://www.who.int/teams/immunization-vaccines-and-biologicals/essential-programme-on-immunization/supply-chain/controlled-temperature-chain-(ctc)/publications-and-guidance
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