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Why SAGE matters to Gavi

« Gavi relies on SAGE technical guidance for
decision-making
 Gavi Board decisions follow SAGE guidance

« SAGE Chair is a non-voting member of Gavi Policy &
Programme Committee

A number of upcoming Board decisions
contingent on SAGE recommendations
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Vaccines in the global context

’ g ﬁ"-),. ; g ‘.\\‘»

« Midpoint of Decade of Vaccines
* More kids immunised than ever
« 86% coverage by DPT3 containing vaccine (81% Gavi countries)
e 70 introductions 2015

* New Gavi Strategic Period 2016-2020

* One year on from replenishment

« Vaccines and Global Health Security




Immunisation: a platform for universal health
coverage

Primary care

Immunisation
(fixed site and outreach)




AGENDA 2030: monitoring framework — a
missed opportunity

3.8.1 Coverage of essential health services (defined as the average coverage of essential
services based on tracer interventions that include reproductive, maternal, newborn and
child health, infectious diseases, non-communicable diseases and service capacity and
access, among the general and the most disadvantaged population)

Based on the Global Vaccine cani®
Action Plan:
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Recent studies underway on vaccine impact

e Over 20 studies
 Across Sub-Saharan Africa and Asia

« Supporting impact assessment of pneumococcal
conjugate and rotavirus vaccines in a variety of settings

« Supporting cholera and rabies studies through VIS
learning agenda

Gavi®
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PCV, The Gambia: The impact of the vaccines on severe
pneumococcal pneumonia, sepsis, and meningitis

Pneumococcal conjugate vaccine impact study &

Pneumococcal disease : PCV in The Gambia reduced severe
surveillance with g pneumococcal pneumonia, sepsis and

1 4, 6 5 0 meningitis in children by

patients T s 5 5%

“If children in The Gambia develop serious pneumococcal pneumonia,
sepsis or meningitis they have a 1 in 7 chance of dying”

Mackenzie GA et al. Effect of the Introduction of Pneumococcal Conjugate Vaccination on Invasive Pneumococcal
Disease in The Gambia: Population-Based Surveillance. Lancet Infectious Diseases, Published online February 17
2016.
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PCV, The Gambia: Vaccine-type invasive pneumococcal disease
incidence in children under 2, the Gambia

Before and after pneumococcal vaccine introduction (PCV13)

250

200
c
je]
@© 150
3 82%
g Reduction
S
S 100
o
©
o)
o
° 50
o
c
(@)
xe)
2
- 0

Before PCV13 After PCV13
(2008-2010) (2013-2014)

Mackenzie GA et al. Effect of the Introduction of Pneumococcal Conjugate Vaccination on Invasive Pneumococcal
Disease in The Gambia: Population-Based Surveillance. Lancet Infectious Diseases, Published online February 17

2016.
Note - other age groups available: 2-4 years, 5-14 years, >15 years; also: PCV7 type only, PCV 13 type only,

NVT, and all-type. Data here (PCV13 type , under 2) show highest impact. Gavi @
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—— Observed

[95%C  — Predicted

Rotavirus vaccine
introduction in May, 2012

|

Rotavirus, Rwanda: Hospital admissions for diarrhoea before

and after rotavirus vaccine introduction, Rwanda
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Gavi programme update
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Key Board decisions — December 2015

Gavi’s Measles and Rubella strategy

Alliance Partnership Strategy with India, 2016-2021

Partners’ Engagement Framework

Data strategic focus area
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Measles immunisation coverage has stagnated

Immunisation coverage in Gavi 73 DTP3 (%)

% 81% |
0
77 78 78 - MCV1
78 % coverage
st also flat
78 78 78 78 1 d(_)se measles globally
vaccine (%) :
since 2010
« MCV2 38%
in Gavi 73
o — AN m < T}
) o o o o o
o~ (o NN () (@ N
Source: WHO/UNICEF Estimates of National Immunization Coverage, 2015. =
15 #vaccineswork QQM‘! @ |



Measles and rubella: Enhanced engagement (up
to $800M for 2016-20)

Current Gavi support

Routine Measles
second dose
for 5 years

Measles SlAs
in 6 high risk countries
for under-5s

MR campaigns
for under-15s before
routine introduction

Outbreak response fund

to MRI until 2017

Proposed changes

Routine Measles 2" dose and

MR as normal co-financed
vaccines

Extend support to all Gavi
countries that need measles
SIA before introducing MR

Support follow-up campaigns
where required

Consider supporting outbreak
response beyond 2017

Key conditions of

Gavi support:

Countries develop
5-year M and R plan
as part of national
Rl plan

Countries finance
routine first dose of
measles vaccine or
equivalent

Better use of data
and independent
monitoring to target

and strengthen SIAD

NOTE: Gavi already projected to invest ~US $600M in measles and rubella 2016-20

16



India strategy: Approved up to $500 million in investments

Indicative vaccine/cash allocation

Scope of support Number of children | Cost estimates ($
immunised (million) | million)

Vaccines support

Rota 20% cohort for 3 years 15 ~$80
Pneumo 20% cohort for 3 years 15 ~$180
MR (campaign) 2 out of 4 phases 170 ~$110
HPV* ~15% cohort for 1 year 2 ~$30
Cash support ~$100
Total $500

Health impact: Additional ~440,000-860,000 future deaths averted

* Subject to NTAGI recommendation and Government approval for new vaccine introduction



Country focus: A bottom-up approach

Understanding
country needs

(JAs) in 2015
needs

Responding to

eek to respond to JAs

country needs 0 ‘boots on the ground’

Countries at the
design table

18 Board meeting gmgxm! @
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Data strategy: What the Alliance aims to achieve by

2020

Immunisation

Delivery, Coverage
& Equity (DCE)

Focus areas

Measurable improvements
in availability, quality, use
and transparency of data

to improve immunisation

coverage and equity

Goals for 2020

VPD surveillance Vaccine safety

Quality and timely data on Ability to identify and
VPD to strengthen investigate signals of
programme management, severe AEFlIs, respond
inform decisions and efficiently and effectively
provide evidence for and address public
measurement of impact concerns on safety
and risk

Gavi@®



Punjab, Pakistan: Using data for accountability

and results

. December 2015
December 2014

A province-wide third-party survey has
confirmed the progress

Antigen coverage (children aged 12 months)

%
86 86
70
48

OPV O BC OPV 1 Penta1 Pneumo1 OPV2 Penta2 Pneumo2 OPV3 Penta3 Pneumo 3 Measles1

NOTE: Based on record and recall reparting of immunizations received in children aged 49-52 weeks within the larger Nielsen sample of children
aged 0-12 months.
SOURCE: Nielsen (Dec 2014 & Dec 2015)

Penta3 and
Mcv1
increased
>20
percentage
points in
one year

Gavi@®



Key issues on Gavi agenda




Gavi's engagement in Ebola

e Gavi and Merck announced advanced
purchase commitent (APC) for Ebola
vaccines

« Gavi prepayment of US$5M for future
procurement of licensed Ebola
vaccine

* In return, Merck committed to:
« Have EUAL application accepted
by WHO by December 2015
« Make available 300,000
investigational doses by May 2016
»  Submit for licensure by December
2017

 Other manufacturers declined APC,
but engagement continuing



Angola yellow fever outbreak a reminder of
potential epidemic threat

ontow : BBC News
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A5 Can Angola's yellow fever outbreak be stopped?
S8 110 nan 200 peaple have been killed by a yellow fever outbreak in Angola. The disease has already
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consumed the World Health Organization's emergency stockpile of yellow fever vaccine. There are now fears
that the outbreak might trigger a global spread reaching untouched areas like Asia. Yellow fever is spread b
A gy, army Zika and other diseases. Professor Lawrence Madoff of the
International Society for Infectious Diseases spoke to BBC Newsday about the scale of the outbreak in Angola

p (Caption: A nurse shows w fever in Brazil. Credit Joedson Alves /AFP/Getty Images)

% ~$\‘ 6 April 2016
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Gavi’'s growing role in outbreak preparedness
and response

Yellow fever Measles outbreak Menlngltls vaccine
vaccine stockpile response stockpiles

Oral chera Ebola vaccine
vaccine stockpile stockpile



Outbreak response and preparedness: Strategic
questions cover 4 potential areas of engagement

To what extent should Gavi develop a more
Stockpile comprehensive and engaged strategy with regard to
Investments Gavi-supported vaccine stockpiles used in outbreak
response?

What role, if any, should Gavi have in preparedness
Existing and response for outbreak diseases where there exists
V£l 1 R TER  vaccines which Gavi currently does not support such
as pandemic influenza?

Vaccines in For vaccines in development for emerging infectious
Bl cilerelisg 0 diseases, what role, if any, should Gavi have?

To what extent should Gavi take a more deliberate
Country approach to support countries to strengthen core
Capacity capacities to prevent, detect and respond to disease
outbreaks?




Gavi HSS and other Direct Financial Support critical for
Improving immunization coverage and equity

Example: Alliance support to Burkina Faso in 2014

Penta
Vaccine Support : : :
Pneumo ‘ Direct Financial Support ($9M)

($30M)
Health system
Rota ‘ \ strengthenifig ($2 M)
N\ e
Measles ‘
$ Vaccine introduction grant
-

for measles ($0.6 M)
MR campaign ‘ . \

$ Operational support for

Burkina Faso

Measles-Rubella campaign
/ \ ($5 M)
Technical Assistance
WHO
UNICEF

Catholic Relief Services



Shaping vaccine markets is a key responsibility for the
Alliance

Objectives:
Supply security

Sustainable price } m) ‘Healthy’ markets

Innovation

Ambitious new market shaping goals for 2016-2020

13 vaccine markets in scope and suggestion that Gavi should seek to
shape all markets where it funds procurement (including stockpiles)

Achieve ‘healthy market dynamics’ in 5 markets

Review of Supply and Procurement Strategy: Gavi Board
decisions in June

Healthy markets: balance trade-offs between supply/price/innovation,
tailored risk tolerance for stockpile procurement

Longer term view: monitor externalities, support country transition
Innovation for equity: vaccines an cold chain equipment



HPV new way forward: shift to single pathway

Year 1 Year 2 Year 3 Year 4 Year 5 Year 6
£ Y T I
E 3 . * [ ] .
Old HPV :\ Demo ’: | : Bridge™ | National
Programme A """"""""""""
Framework Demo National
application*® application
Sep 2016 New ,”D"";‘\l Nati |
' Demo ationa
HPV Programme A . :

Framework Application

Mandatory Pre-application workshop:

*Reduce risk of delivery approach discrepancy btw Demo and National — Learn to scale-up
*EPI ownership, utilization of existing infrastructure

2 Gavi@
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Issues on the SAGE agenda




/1 IPV introductions: Jan.15 vs Mar.16 plans

Objective set by
Board in Nov 2013
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Gavi's support for IPV approved post-2018
contingent on additional funding

Gavi committed to support IPV through 2018 when
Board will review

Board approval was dependent on resources
provided by GPEI and their donors

Extension of Endgame to 2019 raises questions of
how IPV will be supported post-2018

SAGE recommendation on IPV across different
scenarios and timelines, and possible revised IPV
dose schedule, will facilitate global planning

Gavi@
31 #add your hashtag mWQM!



Gavi's engagement in polio legacy
Approach approved by Gavi Board

SUBJECT: COUNTRY PROORAMME S ETRATEQIC I33UER

Report of: Hind Khatib-Othman, Managing Director, Country Programmes

Authored by: Stefano Makhpitt; David Salinas, Alan Brooks, Santiago Cornejo

Agenda em: 13
Category: For information

Stratogio goal: 2G1 - Vaccines, 3G2 - Health sysiems, £G3 - Financing

1. Exooutive 3ummary

1.1. Thic Ic & sover note to the Country Programmasg update that wac
cubmitied to the Frogramme and Pclloy Commities (PFC) In October
2016. it providec Information on several cirateglo lccuec ralced during
the PPC'c discucclion of the Country Programmes update and pocec
quectionc to the Board for Its deliberation. More cetaled Information on
the Allance’s In-country cperstions, activities, achievements and
challenges and particulary on the Allance's work to Increase coverage,
equlty and sustainabiity In the Gavl supgcriad countries Is provided In the
amached Country BI00(ATMAS Updsle 10 the FFC, as well as In Its Annexes
A through D. The Annexes aiso pr:mde more detal cn the Implemeantation
of each of the Etrategic Goals 1, 2 and 3 as well as an update on the
‘ula ce's cperations In & key the D of Cergo,

Ingia, Nigeria and FPakistan. A further annex %o this cover ncte (Aanex 1)
gives an cw eMe- of the World Eank Group's engagement through the Gavl
Allance, January 2015-Ncvember 201€E.

12. The Secrefariat has aiso tsken ncte cf the comments and cpinions
expressed by FFC members wih respect to the content and structure of the
Country SLQaramas update 10 the PPC. In order % provide further
guidance 1 the Becretariat the FFC has agreed that It would take time %
discuss and algn amony PPC members on the content and structure of
future updates at a FFC retreat which will be held before the May 2015 PFC

meetng
2. Content
Introguctions

21. Duriny the current strategic period the Allance has focused stronly on
dellvering on the objectives cf the 2011-2015 strategy, In particuar %
acoelerate the uptake and uce of underused and new vacoines. Al

Soars3015-Mp-3-13

32

Country-driven, country-specific
approach

Resources integrated in national
programmes

No resources/mandate to take over
partners’ full human resources/assets

Focus on equitable and sustainable
immunisation coverage

Health system strengthening and
Partners’ Engagement Framework
are key instruments for support

#add your hashtag QQM‘! @ |



New vaccines for Gavi investment

Malaria, dengue, RSV...
The Vaccine Investment Strategy (VIS) defines evidence-based
new vaccine priorities for Gavi support

expert advice

- Evidence review, analyses, stakeholder consultations, independent

* Once every five years, aligned with strategic cycle

Cumulative GAVI demand estimatedto be ~400M

dosesthrough 2030
I Comparison of total future deaths averted ety

CONFIDENTIAL DRAFT
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Malaria vaccine (RTS,S)

Shortlisted in 2013 VIS
Board requested final review after trials and WHO recommendation

Dec 2015: Board update on WHO pilot recommendations

concerns around potential Gavi role in implementation research (safety,
fit with mandate, timing)

May 2016: PPC review of WHO request for pilot funding

exploring Gavi — UNITAID — Global Fund cost-sharing though not in
budget
WHO leading (sovereign) donor initial outreach

outstanding questions on budget and technical validation of pilot
approach



Dengue assessment 2013
Considered in 2013 VIS alongside 14 other vaccines

Reasons for low ranking

At the time, significant uncertainty about efficacy of lead candidate,
timing and availability of an effective vaccine

Lack of burden data from Gavi countries and uncertain demand

Relatively high expected cost and relatively low health impact
compared with other vaccines



VIS 2018

Criteria to be developed with stakeholders

Normally direct health impact. Other potential criteria: equity impact,
implementation feasibility, cost, outbreak preparedness, maternal
immunisation, 2" year of life platform

Vaccines likely in scope for consideration
For re-assessme@)ral Cholera Vaccine, (maternal)
influenza, rabies PEP, meningoco | t, Hepatitis E, DTP
booster, Hepatitis B birth dos hoid conjugate
N@oup B Streptococcus, norovirus, ...?

Process starts mid 2017




Many vaccines supported by Gavi given in
"second year of life" immunisation platform

Birth
° -
Pregnant women Infants
* 6/10/14 weeks
) ) 3+ visits
A 1. Potential to raise coverage of “ Penta, PCV, RV, IPV-
vaccines given at the same time OPV,

2. Important to keep this in mind in
preparation for introduction and for

sustainably increasing coverage

Adolescents Toddlers
9 months-2 years

9-13 years a0
2+ visits (HPV) * ' q. 2+ visits
' - MCV1, MCV2, Men A, YF,
JE

PCV 2+1 (booster 9
months)
37 -PCV catchup
(2 doses 12-24 months)
RTS,S




Immunisation ever higher on the political
agenda

AFRIC
NATION

38
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