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. . Purpose of session, target outcomes and Duration
Time Session .
guestions for SAGE
10:00 Closed SAGE meeting Preparation of the sessions of the day. Other 1h
important discussion items.
11:00 Break Break 15 min.
11:15 Opening and welcome — introduction of Opening of the Plenary Meeting 15 min.
participants
Opening: Director-General WHO. 5 min.
Welcome: A. CRAVIOTO. Chair of SAGE. 10 min.
11:30 Global and Regional Reports — Session 1 FOR INFORMATION 2h
Report from the Director of IVB. K. O’'BRIEN. WHO.
q;[ 20 min.
Reports from the Regions — including impact of the AFRO | PAHO | EMRO | EURO | SEARO | WPRO
COVID-19 pandemic and COVID-19 vaccination on
immunization services. 60 min. 177([ |7|’¢l 177([ 177([ |7|’¢l 177([
];Iﬂ Update from Gavi. S. BERKLEY. GAVI. 10 min.
Discussion. 30 min.
13:30 Break Break 30 min.
14:00 Vaccine acceptance and uptake — Session 6 FOR DISCUSSION 1h

Introduction and framing — SAGE member. 5 min.

Updates on the latest trends and evidence — J.
LEASK. 15 min.

WHO key activities for 2021-2022 and proposed
plan of work — L. MENNING, WHO. 10 min.

Discussion. 30 min.

The objectives of the session are:
e To update SAGE on the latest evidence and

developments for acceptance and uptake in the
behavioural sciences field, including: key
interventions supported by the evidence,
concepts and terminology, WHO's role and key
activities

e To present a plan of work to develop an
evidence-based approach to measuring and
addressing behavioural and social drivers of
uptake, including corresponding interventions for
action.

e To invite SAGE feedback on the approach to
gathering and using behavioural sciences data.

Questions posed to SAGE:

- Does SAGE agree with the proposed plan of work?
- Are there any considerations or resources or
methods which should be incorporated?




15:00 Measles and Rubella — Session 7

Update on Measles and Rubella, innovations and

new tools needed. N. CROWCROFT, WHO. 25 min.

Synthesis and reflection. K. MULHOLLAND, SAGE
member. 10 min.

Discussion. 25 min.

FOR DISCUSSION

Questions for SAGE

e Are any new policies needed for measles and
rubella?

e What new strategic linkages (programmatic
and/or advocacy) are advised?

Are new tools required for measles elimination?

1h

16:00 End of the day

Tuesday, 23 March 2021

10:00 Closed SAGE meeting

Preparation of the sessions of the day. Recap of
day 1. Other important discussion items.

1h

11:00 Break

Break

15 min.

11:15 COVID-19 Vaccines — Session 3
Introduction. K. O'BRIEN, WHO. 5 min.
Considerations for COVID-19 vaccine efficacy
Q;[ 15 min.

Discussion: 10 min.

Manufacturer presentation on vaccine safety and
efficacy-Sinovac. 30 min.

Discussion: 15 min.

Manufacturer presentation on vaccine safety and
efficacy-Sinopharm. 30 min.

Discussion: 15 min.

endpoints. S. OMER, SAGE COVID-19 WG member.

FOR INFORMATION

2h

13:15 Break

Break

30 min.

13:45
Session 4

COVID-19 variants — Session 4a

Epidemiology of variants. B. Pavlin, WHO. 10
min.

I o

10 min.

Discussion: 10 min.

COVID-19 Post introduction considerations —

Evidence summary on laboratory neutralization
titres and efficacy of vaccines. K. O'Brien. WHO.

FOR DISCUSSION

30 min.

14:15
Session 4b

Framing of the session. F. Olayinka, SAGE
member. 3 min.

Global status of COVID-19 vaccine introductions
A. Lindstrand,

and readiness of countries,
WHO. 5 min.

Experience from COVID-19 vaccine roll out in
Bahrain, J. Jawad, SAGE member and H.

T S

min.

COVID-19 Vaccination - Early learnings —

Amahmeed, Prime Minister’s office, Bahrain. 15

FOR DISCUSSION

1h




X

Experience from COVID-19 vaccine roll out in
India, P. HALDAR, MoH India. 15 min.

Discussion 20 min

Wrap-up Jaleela Jawad, SAGE member. 2 min.

15:15 COVID-19 Vaccine Safety — Session 4c FOR DISCUSSION 30 min.
Overview of WHO and GACVS role in Covid-19
];;[ vaccine safety monitoring and update on key
safety reviews to date. R. HELFAND, GACVS
Chair (TBC). 15 min.
Discussion. 15 min.
15:45 End of the day
Wednesday, 24 March 2021
10:00 Closed SAGE meeting Preparation of the sessions of the day. Recap of  1h
day 2. Other important discussion items.
11:00 Break Break 15 min.
11:15 Polio — Session 5 FOR RECOMMENDATION 1h 30 min.
];;[ Update from the Global Polio Eradication SAGE will be informed on the current status of
Initiative. A. O'LEARY, WHO. 10 min. the polio eradication programme in the context
. . of COVID 19; and nOPV?2 first use experience.
Questions: 5 min.
];;[ sIPV: update on PQ product. C. SEIN, WHO. 10 min.  SAGE will be asked to review and consider for
_ _ endorsement:
Questions: 5 min. » Recommendation on sIPV use in polio
Update on nOPV2 first use, safety oversight, programme . . o
transition plan from initial to wider nOPV2 use ¢ R(_ecommendat|on on transition from initial to
including results from modelling of delay in response ~ Wider nOPV2 use
to cVDPV2 outbreak. S. ZIPURSKI, G. MACKLIN, e Statement on benefit of immediate response
q;[ O.MACH, WHO. 20 min. with mOPV2 versus delayed response with
) ) nOPV
Questions: 5 min.
Report from SAGE Polio Working Group
including considerations for sIPV use 1. JANI,
SAGE Member. 15 min.
Discussion: 20 min.
12:45 Break Break 30 min.
13:15 Ebola vaccines — Session 2 FOR RECOMMENDATION 2h

Introduction of the session. H. REES. Ebola WG co-
chair. 10 min.

Evidence on immunogenicity and duration of
protection or rVSVAG-ZEBOV-GP and of Ad26/MVA —
C. OCKENHOUSE, Ebola WG member. 15 min.

Evidence on safety of rVSVAG-ZEBOV-GP and of
Ad26/MVA in children, pregnant women and breast-
feeding women. N. BUSTAMANTE / R. DOSHI, CDC.
15 min.

SAGE requested the Ebola vaccines Working
Group to address the following questions:

Question 1: Potential recommendation for
off- label use of rVSV ZEBOV GP.

What does current evidence show on the
immunogenicity and efficacy of rVSV-ZEBOV-GP
for children 6 months to 17 years of age,
pregnant women and breastfeeding women?
And what are the limitations of the available
evidence?

Question 2: Potential recommendation on
the preventive use of Ebola vaccines.




Efficacy of rVSVAG-ZEBOV-GP: emerging evidence
from compassionate use/expanded access in DRC,
R. PETO. Oxford University. 15 min.

Potential target populations: rationale and estimated
doses required. A.M. HENAO-RESTREPO, WHO. 15
min.

Working Group recommendations to SAGE. E.
MOHSNI, SAGE member and co-chair of the Ebola
WG. 15 min.

Discussion. 40 min.

Is the current evidence on the duration of
protection of rVSV-ZEBOV-GP sufficient to
inform policy recommendations on the
preventive use of this vaccine? And what are
the limitations of the available evidence?
Recommendations on the use of Ebola
Ad26/MVA vaccine.

Question 3: Potential recommendations
on the strategies to ensure equitable and
fair access to Ebola vaccines.

What are the potential demand scenarios and
supply scenarios for various Ebola vaccines
(short and mid-term outlook)? In light of the
above conclusions/inputs, how should this Ebola
vaccine allocation be prioritized with respect to
impact and equity?

15:15

End of the plenary meeting

Thursday, 25 March 2021

11:00

Closed SAGE meeting

2h

13:00

End of closed meeting
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Immunization Resilience, Determination, Innovation:
One year on in the life of Covid-19 pandemic
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IVB Director’s Report to SAGE Za) World Health

Organization

22 March 2021 Kate O’Brien

SAGE March 2021 meeting





Sessionl.1_OBrien

Then ....in 2020 ....and now

31 March 2020; SAGE Director’s Report 21 March 2021; SAGE Director’s Report

50 million deaths > 33,000 deaths > 2,700,669 deaths
500 million cases >715,000 cases >122,271,944 cases

1918 Influenza 2019 Sars-CoV-2

SAGE March 2021 meeting
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It's difficult to conceptualize 122 million infections: 3,000 squares shown
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How big is that number, really?

Each (small) grey square = 1 case

I 3,000 cases shown 8 rows and 15 columns, each of 75,000 cases ;..:.

9,000,000 represented

25 x 3000 =
i 75,000 cases

HEEEEE EEEEE HEEEEE SEEEEE EEEEE EEEEE SEEEEE SEEEE EEEEE SEEEN SEEEE SEEEE NEEEEE EEEEE QEEEEE
. EER EEEEE EEEEE ESENEEE HEEEEE QEEEEE ESEEEEE HSEESEE EEESE HSEEEE EEEEE SEESEE NEEEE NEEEEE HNEEEE
EEEEE EEEEE HEEEER SAEEEE NEEEER EEEER AENEEE NEEEE 00 i [ HEEEEE HNEEEE HEEEE HEEEE NEEEE EEEEER HEEER
- HEEES NSNS NENEN NEESN HSEESN SEENS SNEES SESEN SEESS SESNS SESEN NESES NENES NAEEE SEESE
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How do we conceptualize 122 million?

More than 13 pages of blue squares are needed

23V World Health
“®¥ Organization

SAGE March 2021 meeting

This is equivalent of
3x population of Canada
&
population of Switzerland

ot | A R 1T

37.5m + 37.5m + 37.5m +85m

122 million seconds is 1,412 days
- from now until 1 February 2025
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Covid Response: Stay home measures implemented to reduce transmission

Bay-at-how requirements during the COVID-19 puadimic, Jan 8. 2020 m

Stay-at-home requircments during the COVID-19 pundemic. Jun L 2620 m ¥ uirements during the COVLL-19 pundomic. Doe 1, 2020 m

No data
g@@\g World Health
b wae 2 i i
WEP¥ Organization

15 during the COVID-19 pundemic. Apri, 2020 m

No measures

Recommended

Required (except essentials)

https://ourworldindata.org/policy-responses-covid

SAGE March 2021 meeting

Required (few exceptions)

1 Jan 2020 15 March 2020 1 June 2020 1 December 2020
1 Feb 2020 1 April 2020 1 Sept 2020 1 Feb 2021 .
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Immunization

Resilience

Determination
Innovation

G COVID Vx World <&
Action-Reaction du

¢

Recovery in motion Q%
On the horizon @ @ @

Immunization programmes are stressed.
Programmes are responding.
Major, purposeful shifts can emerge.
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Nine vaccines: developed, efficacy, safety, being used across

economies (data 22 Mar 2021)

108 * 85 economies using 1 vaccine vs. 89 using 2 vaccines
(or more)

* 62% of countries are using the Oxford/AstraZeneca
vaccine

Jordan,
Puerto Rico,
United
States,
South Africa

Russian
Federation

1
AZ (UK) / Pfizer Moderna Gamaleya Sinopharm Sinovac J&J Covaxin EpiVac
Covishield BioNTech Corona

World Health
/¢ Organization

Source: Our World in data, WHO, Government websites; Press research

SAGE March 2021 meeting
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New data continues to inform use and impact of these products

AZD1222 US Phase III trial met primary efficacy endpoint in
preventing COVID-19 at interim analysis

PUBLISHED

22 March 2021 07:00 GMT
79% vaccine efficacy at preventing symptomatic COVID-19
100% efficacy against severe or critical disease and hospitalisation

Comparable efficacy result across ethnicity and age,
with 80% efficacy in participants aged 65 years and over

Favourable reactogenicity and overall safety profile

Phase lll trial — short facts:

e 32,449 participants in the US, Peru and Chile
*  Two doses administered at a 4 week interval.
. 141 symptomatic cases of COVID-19

World Health

<=
2N

WESS

Results

Vaccine efficacy:

* 79% at preventing symptomatic COVID-19

* 100% at preventing severe disease and
hospitalization

* 80% in participants aged 65+ years
Safety:

* Noincreased risk of thrombosis among
vaccine recipients

e No cerebral venous sinus thrombosis
events reported

\/ . H
;_l,y Organlzatmn Source: https://www.astrazeneca.com/content/astraz/media-centre/press-releases/2021/astrazeneca-us-vaccine-trial-met-primary-endpoint.html

17

—l

e

SAGE March 2021 meeting





Sessionl.1_OBrien

Total COVID Vaccine Doses Administered per 100 Population

Total doses
administered per 100
population

> 19.99

10-19.99

3-999

1-299

0.01-0.99

Vaccine launched,
data pending

No Reported Data
=1
g;“_J Not Applicable

77BN
g@\\; World Hea Ith SOURCE: WHO COVID-19 Dashboard at https://covid19.who.int/

. .
".-l\ = dy Ol’ganIZEItIOI’I Note: The designations employed and the presentation of these materials do not imply the expression of any opinion whatsoever on the part of WHO concerning the legal status of any country, territory or area or of its
T authorities, or concerning the delimitation of its frontiers or boundaries. Dotted and dashed lines on maps represent approximate border lines for which there may not yet be full agreement.

DATA AS OF 22 MAR, 9AM CET

SAGE March 2021 meeting
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COVAX Deliveries:

57 Participants received 32M doses (of which 22M in 26 days)

Countries vaccinating only with bilateral
doses or donations

Countries that received COVAX doses
(incl. ones that started with other doses)

Cabo Verde

Maldives

Solomon
Islands

N Fiji

447M doses
174 Economies
World Healmn “ 104 dayS

0 t- Note: The designations employed and the presentation of these materials do not imply the expression of any opinion whatsoever on the part of WHO concerning the legal status of any country, territory or area or of its
rganlza I‘authorities, or concerning the delimitation of its frontiers or boundaries. Dotted and dashed lines on maps represent approximate border lines for which there may not yet be full agreement.

SOURCE: COVAX, WHO COVID-19 dashboard, Our World in Data; Government websites; Press research DATA AS OF 22 MAR, 9AM CET

SAGE March 2021 meeting
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Comparison between the HIN1 and COVAX: Improving on past experience

COVAX H1N1 vaccine Difference

Dimensions Indicators

(March 2021)

deployment Initiative

# of letter of intent >2X
Breadth of 190 o4
participation # of recipients of doses tbd 77 thd
Total pledges, in mn USD 5,900 56 >100x
First country 38 94
# of days after =D (Elihs
Time to 1stdose 1stvaccination First country in Africa 78 145
; faster
in HICs
First 10 countries
reached = 149
1 month! >20 ~4
# of countries
that received 2 months Est. 50 13
doses after
3 months 142 29
_ 1 month 20 (TBC) <1
Cumulative
doses delivered 3 months Est. 250 10
after... (in Mn)
12 months Est. 2,000 78

1. i.e., 1 month after the 2" shipment of vaccines given both HIN1 initiative and COVAX had an exceptional frontrunner

SOURCE: Report of the WHO Pandemic Influenza A (HLN1) Vaccine Deployment Initiative (Link); COVAX Facility supply forecast as of Jan 22, 2021 Link

SAGE March 2021 meeting
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Covid-19 vaccine roll-out has not yet started in 44 economies; 31 of them are LICs

or LMICs

Vaccination has not started in...
... more than 50% of economies

# economies % of income I . between 25 and 50% of economies
. . # of . where group where ... between 10 and 24% of economies
nomi . . . i
!Economlles clllassnfled by o _eco omies vaccination has  vaccination has .. less than 10% of economies
income leve per income group ] ) o
not started not started List of economies where vaccination has not started
High i Brunei Darussalam; Nauru; Taiwan
igh income
Sl 83 3 4%
economies (HICs)
Botswana; Cuba; Gabon; Kosovo?; Libya; Namibia; Samoa; Tonga; Turkmenistan; Tuvalu
Upper-middle income
PP 56 10 18%

economies (UMICs)

Benin; Bhutan; Cabo Verde; Cameroon; Comoros; Congo, Rep.; Kiribati; Kyrgyz Republic;

Lower-middle income Mauritania; Papua New Guinea; Solomon Islands; Tanzania; Timor Leste; Uzbekistan; Vanuatu;

. 50 16 Zambia
economies (LMICs)
Burkina Faso; Burundi; Central African Republic; Chad; Congo, Dem. Rep; Eritrea; Haiti; Korea,
Low income - is Dem. People’s Rep.; Liberia; Madagascar; Mali; Niger; South Sudan; Tajikistan; Yemen, Rep.

economies (LICs)

/KE'T N 1. World Bank classification (2021). Note: The term country, used interchangeably with economy, does not imply political independence but refers to any territory for which authorities report separate social or economic statistics. The designations employed and the
\"tf ﬁ’} World Hea Ith presentation of these materials do not imply the expression of any opinion whatsoever on the part of WHO concerning the legal status of any country, territory or area or of its authorities, or concerning the delimitation of its frontiers or boundaries

H H 2. All references to Kosovo should be understood to be in the context of the United Nations Security Council resolution 1244 (1999).
‘x‘ﬁ@ Y Organization

Source: World Bank; WHO COVID-19 dashboard; Our World in data; Bloomberg; Reuters DATA AS OF 22 MAR, 9AM CET

SAGE March 2021 meeting
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DATA AS OF 9 MAR

There are currently three main variants of concern

Figure 5. Countries, territories and areas reporting SARS-CoV-2 VOC 202012/01 as of 9 March 2021

Verification
Verified (105)
Under verification (6)

B st
heketaet

ol

VOC 202012/01 s i

Variants of concerns are defined by
WHO by their transmission, disease
severity or impact on COVID-19 counter
measures

Evidence supports ongoing use of
existing vaccines — with some concerns
about B.1.351 vs. some vaccines
(available data still limited, early and

orB.1.1.7 -ﬁ“ g | v incomplete)
(first identified e R iy 8 : i = = h “_ e
in the UK) =_ QP _ ==

501YV2 or B.1.351 s
(first identified in s
South Africa)

P.1 (first identified in Brazil)

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports

SAGE March 2021 meeting

The preliminary findings highlight the
urgent need for a coordinated
approach for surveillance and
evaluation of variants and their
potential impact on vaccine
effectiveness

14





Sessionl.1_OBrien

Immunization

Resilience

Determination
Innovation
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Recovery in motion Q%
On the horizon @ @ @

Immunization programmes are stressed.
Programmes are responding.
Major, purposeful shifts can emerge.
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Global Attention on equity of vaccine access

UNGA High-Level side event
Ensuring Equitable Access to Life-saving
Immunizations in the time of COVID-19

|

t .

High-LwelSide Event The COVID-19 pandemic has disrupted billions of I
75th Session of the United || 270 threatens 1o reverse decades of development
gains. Dr Tedros Adhanom Ghebreyesus, WHO

Nations General Assembly | 1 cciorceoneral war

23 September, 2020
9:30 AM - 11:00 AM ET

ar greater than COVID-
tigate the primary and
is to safeguard

R ) trong health systems and
Ensuring Equitable to future COVID-19 vaccines.
Access to Life-saving

Immunizations in the
time of COVID-19

GAVI: the Vaccine Alliance,

as the only current
plan for equitable access
on of the future COVID-19 vaccine for 3

h a focus on the most vulnerable.
cca
the UN General Assembly.

RSVP Here Gavi@) @) +CIFRC

f@% World Health
LY Organization

‘ ‘ The world is on the brink of a
catastrophic moral failure — & the
price of this failure will be paid
with lives & livelihoods in the
world's poorest countries , ,

WHO Director-General
18 January 2021

world | Africa Asia | Australia | Europe  Latin America | Middle Esst US & Canada

WHO: just 25 Covid vaccine doses
administered in low-income countries

o Director-general warns of ‘catastrophic moral failure’ if richer
Covid  countrieshoard treatment

All | Hotspots | Restrictions

Vaccines | Variant

29 Posts 1 21 Hew Updates

World is "on the brink of a catastrophic moral
failure" with vaccines, says WHO chief

SAGE March 2021 meeting

‘ ‘ No one is safe until everyone is
safe. Vaccine nationalism at this
time just will not pay
18 January 2021 , ,

WTO Chief
15 February 2021

% REUTERS

EMERGING MARKETS  LONUAT I

Incoming WTO head warns 'vaccine nationalism'
could slow pandemic recovery

Word  Business  Marksts  Breakingulews  Widoo  Marg

o

el
ERe.
e

e Plattarma  Faparta  Evarts Videos

VEE!

Gichal Agenda  Intermationd Trad and nvesiment  Fandemio Freparedncss and Rosponse Boapaltios

WTO chief Ngozi Okonjo-lweala on vaccine
nationalism: ‘No one is safe until everyone is
safe’
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The economic case for global vaccination:

key findings

“No economy can
recover fully from the
COVID-19 pandemic until
we have secured
equitable global access
to effective vaccines.”

THE ECONOMIC CASE FOR GLOBAL VACCINATION:
An Epidemiological Model with International
Production Networks

Cem Cakmakli, Selva Demiralp, Sebnem Kalemli-Ozcan,
Sevcan Yesiltag, Muhammed A. Yildinm

JANUARY 25, 2021

@'@\3 World Health
¥ Organization

g

e

LLL{\_\

No economy
is an island

Scenarios

Scenario 1: Advanced
economies reach optimal
vaccination levels by Q2
2021

AND rollout of vaccines in
developing economies
continues on current
trajectory

Scenario 2:

more optimistic scenario

Developing countries
vaccinate 50% of their
populations by end of year

Economic losses
borne by wealthy
countries

US$ 4.5
trillion?

US$ 2.4
trillion

1. With sectors such as construction, textiles, retail and automobiles highly exposed to the risk of output losses exceeding 5%.

SAGE March 2021 meeting

Clear economic
incentive to advanced
economies to quickly
distribute vaccines on a
globally coordinated basis

Funding needed to
enable equitable vaccine
access is a major
investment opportunity

This can generate a
return on investment of
over 166x when compared
to the US$ 27.2 billion
currently needed to fully
fund the ACT Accelerator
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VPD campaigns postponed due to COVID-19:

64 campaigns in 50 countries, 15 March 2021*

Status .Y
Planned campaigns Number of campaigns
35
e 640118
campaigns 30
e 54%
* 49 countries = .
e 375 million 20 —
—_—Ipv
persons MCV, IPV, OCV, Td, TCV, YF, MenA, s
) -
T
December 2020 10 . —
e 48 0f 130 M —— — ’<
. 5 _
campaigns 40%)
* 41 countries .
° 161 mI“IOh 5/15/2020 6/1/2020 6/15/2020 7/1/2020 7/15/2020 8/1/2020 8/15/2020 9/1/2020 9/15/2020 10/1/2020 10/15/2020 11/1/2020 11/15/2020 12/1/2020 12/15/2020
ode ¥ May Aug Dec
persons

World Health
/¢ Organization

Data source: WHO Immunization Repository, from https://www.who-immunization-repository.org/dhis-web-commons/security/login.action

SAGE March 2021 meeting
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Measles cases, by month, and COVID Surveillance Impact

)
(]
0
8 ooel ATR . * Repurposed staff & molecular
8 Looooo & infrastructure
% 60000 @
;l_:: 1300000 5’
-540000_ 200000 > ° St t h d &
2 20000, 3 ay-at-home orders
g 100000 © t.n
£ ol HENEE R AR L quarantine
3 2282228232232 888888888888
NN ANNNNNANNNNNNNNNNNNNNNNNNN
2 * Reagent shortages
(%] . .
S s000l AMR 0000000 —Transportation issues
0 (%] .
2 5000 8000000 & —Repurposing to COVID-19
©
© 4000 6000000 8
.f, gggg_ 14000000 S . .
z 1000000 3 * Specimen transportation
£ o Lo —Domestic
S £953%3585833352883888S88¢27 .
~ SRRSRSSSSRRSRSSSSRRSSSKKSR —International
0 °
$ 5000 EMR 000000 _ —-QC testing affected
@ 4000+ 2500000 8
§ 30004 12000000 S
L o
E 2000- 1500000 .
) FL000000 @)
£ 10007 500000 ©
= oA Ly
Q DDA DNDDADDDDADDODO DO D00 OO D
° SEEREREEREEREcSecsgsgesgss
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COVID-19 is crowding out other vaccine topics in the media

Since 1 March 2020, Coronavirus & Covid-19 has accounted for 92% of online media coverage on health

- Influenza; 2%

Coronavirus /
Covid-19

Polio; 1%
-

Ebola;...
| —
Other; 8%

L~ Measles; 1%
TB; 1%

92%

P Malaria; 1%

I~ Rabies; 1%

— HPV; 0%

— Tetanus; 0%

L Dengue; 0%

Whtheria; 0%
Yellow fever; 0%

Cholera; 0%

,r’gl,_'“ N
g@;%v World Health
_,,;‘f’ Organization

e

4‘—(\

Iz
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Immunization programmes are stressed.
Programmes are responding.
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V-Shaped Recovery: DTP3 doses in 2020 vs.2019 by WHO region

20

10

\ AFR

AMR

EMR

SEAR

WPR

g-lo
(0]
(8]
c
(3]
o -20
=
kel
()
2
% -30
o
-40
-50
-60
J FM A M J J A S O N D
(45) (45) (45) (45) (44) (42) (42) (42) (41) (38) (34) (5)
7R
{Zayy World Health
WY Organization

J F M A M J J O N

A S D
(25) (25) (25) (22) (22) (22) (0) (0) (O) (0) (O) (O

Source: monthly administrative DTP3 data available as of 4 March 2021
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Progress on campaign resumption (which previously had been postponed by COVID-

19), by vaccine, May — December 2020 (MCV, IPV, MenA, OCV, TCV, Td, YF)

By the end of December Status Y
2020, implemented Number of campaign
e 57 (44%) campaigns 14
* 36 countries "
* targeting 120 million
persons i
Vaccine 'Y
o \CV
Among these 57 8 S—
campaigns, reinstated ———MenA
* 30 (23%) campaigns . ocv
e 22 countries . =

—F
e targeting 98 million

persons 2 / / / e

0
7/1/2020 7/15/2020 8/1/2020 8/15/2020 9/1/2020 9/15/2020 10/1/2020 10/15/2020 11/1/2020 11/15/2020 12/1/2020 12/15/2020
Date .V
i z2 N or ea Note: This figure depicts the total number of campaigns that had previously been postponed due to COVID-19 that were resumed, as assessed on a bi-weekly basis 2020.
(7N World Health
WYY Organization
-.\__"—_(__g-r Data source: WHO Immunization Repository, from https://www.who-immunization-repository.org/dhis-web-commons/security/login.action
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. . Total Change since Dec 20
Growing confidence towards COVID-19 e soaee
vaccines R -

86% K;“ngmm 66% 20% 7% 20%
83% China* 1%
FIG 1: IF A VACCINE FOR COVID-19 WERE AVAILABLE, 8% Medcor -
| WOULD GET IT
80% Italy 26%
(. To what extent do you agree or disagree with each of the following: If a vaccine
for COVID-19 were available, | would get it i Canad L
ibase in January excludes those who report receiving the vaccing) 20% %ﬁtg 19%
78% Spain 23%
» Early success with vaccines is building public .
. 76% Australia 6%
confidence
67% Germany 12%
« “Hesitancy is not driven by the public buying into . -
conspiracies — it was more likely to be B
. . 63% 4%
thoughtful people being hesitant because they

didn’t know what they needed to know to make o .

the right decision” % o 2%
46% Russia 5%

7Y World Health
<19 cg'rggﬁlizmdhview, January 2021.
https:/Tassets.ipsos-mori.com/worldeconomicforum/Ipsos_vaccine paper Jan2021.pdf
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Trend emerged on social media in December 2020 where users encouraged each other

to " mot worry about what'’s in the vaccine’
Pauly casijlas

Paul Pelj roso

Dea Poirier
@deapoirierbooks

t hotdogs but you don t
edients we

Arorian '...-‘IIIIF;

Adorian19gg

\f you ea )
trust vaccine ingr
d to havea talk

sharon

sharonpere;

if u eat jack in the box tacos

dor?’t worry about what’s in the
covid vaccine

nee

ds pl i .
don’ Play wit
on’t have tq Worry aboyt héh's you

the Covid-19 Vaccine

. iPhone
Twitter for !
. Mar 17 2021

- n
o as Cabrac
jaran as
C\aF:eemanhasa\'\ame hed
paven't Wes

at’s in

u
me 0 since YO i
>0 u )| gyou're
r re (i 11:4 .
ha \ Jacdin , j PM - Dec 1; 2020-%
E ‘ooug‘e ¢ IOVAF) S E—— e k\
wo ' aroid de 10" St cme e O -4 |

. or A .
16 2010-Me6“°",f,
657 pM - Dec —.nistrer selon les instructe
: = A conserver a < -60°C

o ume ntolerant i While written for humorous
effect, these types of

“~ If you ate public school lunch in

america, don't worry aboyt spontaneous social media

what's in the vaccine.

trends may fight vaccine
reluctance

3:15PM - Dec 7 2020-Twitter for Android
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Could vaccines change attitudes among Europe’s most

vaccine-hesitant population?

Vaccines take effect in France: cases, hospital patients and deaths
are now falling in older groups while rising among younger ones
Cases, hospital patients and deaths as a percentage of winter peak, by age group

Cases Age 0-69 Hospital patients Vaccine
| - i Age 0-69 “h?
———

' 100 : 100
: Vaccine M
/ effect 80 : Age 80+ Bt
i i
1 1 60
] Age 80+ ]
i i
] 1
1 40 1 40
1 1
] ]
1 (]
1 1
1 ]
1 1
1French vaccine 1French vaccine
|C‘_:"_r'| . 20 1 % 20
i paign ,campaign
begins begins
Jan1 Mar 1 Jan1 Mar 1
Source: French health ministry
©FT
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1
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1

]

]

1

]

1

1

]

1

1French vaccine

|campaign
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Support the National Imnmunization Technical Advisory Groups (NITAGs) in the
Covid-19 context

“ Supporting national decision-making

Values Framework & . ..
o Virtual training
Roadmap for prioritizing uses

of COVID-19 vaccines in the 1. Instructor-led regional webinars
context of limited supply 2. Self-paced e-learning modules:
g‘:o Vaccine specific- * SAGE Prioritization Roadmap
“—| recommendations, including: * Role of NITAGs in COVID-19 vaccines = oo e —
e Janssen J&J Ad26.COV2.S introduction
vaccine Available on OpenWho
* Astra Zeneca — Oxford Information sharing
University AZD1222 e SAGE attendance open to all NITAGs
vaccine
. Moderna mRNA-1273 * Newsletter and Q&As '
vaccine *  Web platform: https://www.nitag-resource.org/

e Pfizer — BioNTech
BNT162b2 vaccine

72Xy, World Health
/¢ Organization

SAGE March 2021 meeting





Sessionl.1_OBrien

Manufacturers key to different vaccines markets are
engaged in COVID-19 vaccine development/production

f@% World Health
\i&\@‘}/ Organization
-

~
Global supply Vaccine development
Proportion of total vaccine manufacturers developing COVID-19
vaccine, by vaccine market
Rotavirus 100% Across key antigens, an average of 70%
0, . .
Pheumococcal 100% manufacturers with Phase Il candidates are
HPV s G7% . . ,
. engaged in Covid-19 development
Measles containing I 530/
Meningococcal T 5300
D&T containing e ——————— 4905
Typhoid m————————— 362 . . . . .
BCGC s 27 So far no disruption in available supply, but first
Rabies mmm— 17% delays/reallocations: Td, DT, OPV, IPV, PCV,
0% 0% 40% 0% 0% 100% influenza, measles. Pipeline products delayed:
Proportion of manufacturers developing COVID-19 vaccine HPV

Note: analysis does not include vaccine manufacturers who are engaged in the production, packaging or distribution of COVID-19 vaccines developed by other manufacturers

1. Vaccine markets included in analysis: BCG, D&T containing, HPV, Pneumococcal, Measles, Rotavirus, Rabies, Typhoid
Source: WHO COVID-19 Vaccine Development Tracker (access 19th February), WHO MI4A Market Studies
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7

World Health
Organization

=22

Manufacturers are experiencing challenges across
the entire production and commercialization cycle @@
Impacting all iImmunization efforts

(TS

Diversion to COVID-19
CMO capacity
QA/QC labs

* Raw materials and components
» Existing buffers to mitigate
* Inputs prioritized to COVID-19

os l Competition for fill & finish lines
= a8l Delayed equipment / infrastructure
= Experienced workforce

Production

) Manufacturing
inputs

* No disruption in available supply

» Delays/reallocations: Td, DT, OPV, Release /
IPV, PCV, influenza, measles distribution

* Export restrictions

* Increased cost of freight

» Challenges with frieght
forwarding

* Demand uncertainty

Decision
making / ops

Pipeline products delayed (HPV)
Decrease in sales and export
Delayed payments from buyers
Cash flows impacted

29
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Malaria vaccine implementation
programme on track despite COVID-19

» Anticipated for October 2021: Full evidence review by SAGE and MPAG to
advise WHO on recommendation for wider use of RTS,S vaccine
» |f favourable: Gavi review of malaria vaccine investment case

2.0
Malawi 23 April . ~1.7
| o million
I vaccine doses
administered

m Kenya 13 Sept

Ghana 30 April 10
>600,000
0.5 [Eelalllelg=lg
received
dose 1
, I 0.0

Apr-19 Aug-19 Dec-19 Apr-20 Aug-20 Dec-20 Apr-21

Estimates as of mid-March 2021 - based on monthly administrative data reports until January 2021 and projections thereafter.
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Immunization coverage:
Nov-Jan

administrative data reports In MVIP areas Last 3
Malawi 2020 mos

--------------------- Penta-3 95% 95%

o~
rs s |- Jaon

.- Ghana

Penta-3 92% 91%

/‘_/\
\_’/\/\ \/ RTS,S-1
Stock outs dueto RTS,S-3

delayed shipment ~ ~~-

(COVID-19 related) -

May-19  Jul-19 Sep-19  Nov-19  Jan-20  Mar-20 May-20  Jul-20 Sep-20 Nov-20  Jan-21

Doses administered

Apr-19 Jun 19 Aug 19 Oct-19 Dec 19 Feb 20 Apr-20 Jun 20 Aug-20 Oct-20 Dec-20

Doses administered

Kenya
Penta-3 73% 60%

1
4
-7 Health ‘\ RTS,S-3 | 60% | 43%
worker . %
. . , . ‘ strikes, RTS,S-4 -
Sep-19 Nov-19 Jan-20 Mar-20 May-20  Jul-20 Sep-20  Nov-20 Jan-21

Doses administered

31
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coviD Vx World <&

Immunization
U atio Action-Reaction ﬂu

Resilience \

Recovery in motion Q*-,

Determination

Innovation @ On the horizon @ @ @

Immunization programmes are stressed.
Programmes are responding.
Major, purposeful shifts can emerge. =

SAGE March 2021 meeting
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Increase Coverage

Booster Doses

Variant Vaccines

Pediatric Vaccination

SAGE March 2021 meeting
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COVID-19 increases competition for scarce immunization resources

INCREASING COSTS %4 DECLINING PUBLIC REVENUE

> In 2021, current routine immunization

¥® COMPETING PRIORITIES i

di Id fold i > Public revenue is the best predictor of > Immunization represents only 2%
Sfpenelire doule see o elallnaean: immunization financing and it is of health spending, with clear prioritization
C-19 vax introduction in 2021 declining due to economic recession this could be increased. But increasing HR

Protecting vaccinators against COVID

: needs are less easily resolved
Making progress towards IA2030

Cost of COVAX roll-out as| Projected government | Ratio additional staff to Total COVID-19 Confirmed dose
a ratio to domestic public revenue decline, existing health workforce | vaccination per hundred purchases, outside
Income Groups spending on health projected 2021 revenue | (full cell is 25% or more) population COVAX facility
compared to 2019 (progress towards 20%) | (doses % of population)
Low income countries - average 22% 1% _ 10% 0.02% 0%
Low-middle income countries - average 7% 0% 4%’1 0.9% - 21%
Upper-middle income countries - average 3% I -7%|l 2% I 1.06% _ 41%

Low-income countries need >20% of domestic public health spending to pay for the delivery of covax
(including health workforce). Their actual cost will be higher as they engage to buying vaccines through other
additional means (other multilateral, regional, bilateral deals)

In comparison, upper-middle income countries need <5% of their domestic public health spending for covax

77N World Health roll out, but public revenues are declining in upper-middle income countries where allocation of domestic
{@f Uy Organization | public health funds to immunization is already lower than other regions.

e

SAGE March 2021 meeting





Sessionl.1_OBrien

Some countries will struggle to allocate resources

17 countries,

cost of vaccinating 20% of the eligible
population in 2021

over 15% of government allocation to
health (pre-COVID) from domestic
resources

7Y World Health
- Organization

Income

group

Low

Low

Low

Low
Low-Mid
Low
Low-Mid
Low

Low

Low

Low

Low

Low
Low-Mid
Low

Low

Low
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Cost of COVAX roll-out as a
ratio to domestic public
spending on health

Projected government
revenue compared to 2019

(0.233)

0.181

0.151

B

(0.002)

0.340

0.272

0.034

i (0.081)

0.082

0.140

0.175

0.134

b

0.066

|

0.012

[y
~
X

i (0.085)

0.313

[y
a
xR

"

0.197






Deaths averted (in milions)

~
M

IA2030: Deaths averted due to vaccination by pathogen ¢

Sessionl.1_OBrien

Global deaths averted

. - - . .l

2022

20'26
Year

“r
2024

s -— - o

2

028

20

30

2N, World Health
@iﬁ Organization

. Baseline 2019 4.3 M
Ho
W e Targ et 2021-30 51.7 M (aggregate)
2021-30 5.2 M per year
(average)
2021 4.4 M
2030 5.8 M

Future deaths averted due to vaccination taking place
each year from 2021-2030 in 194 Member States, if
IA2030 coverage targets are achieved

« Number of deaths averted compared to no vaccination

- The lifetime impact of vaccination is aggregated for the
year the vaccines are delivered

SAGE March 2021 meeting
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Group

HIC
UMIC

LMIC

LIC
Total

*Number of deaths averted compared to no vaccination

23/03/2021

# Deaths
averted
2021-30

2.0M
11.3 M
25.3 M

13.0 M
51.7M

#Deaths
averted
% Total

4%
22%
49%
25%

100%

Average

pop
2021-30

12B
3.0B
3.2B

0.8B
8.2B

7S

@»@ World Health
¥ Organization

Nl

IA2030: Deaths averted due to vaccination by income group

Deaths averted by income group

Average
Pop
% Total

15%
37%
39%
10%
100%

&
i

Deaths averted (in millicns)

N

o

2022

SAGE March 2021 meeting

2024 2026 2028 2030
Year

Income group
High income

. Upper middie Income
Lower middle income

. Low income
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IA2030: Deaths averted due to vaccination by WHO Regiongz:, wor eitn

Region Population size % Total
(Average 2021-30)

AFRO
EMRO
EURO
PAHO
SEARO
WPRO
Total

*Number of deaths averted compared to no vaccination

23/03/2021

1.3B
09B
09B
118B
218B
19B
8.2B

16%
11%
11%
13%
26%
23%
100%

251

204

o =
o o

o
o

Deaths averted (in millions)

0.54

0.0 1

LA(

==

N
»
f
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AFRO EMRO EURO
l \
muss
==m=s2 T

] EEEEEREEEN - | coooiion

PAHO SEARO WPRO

___-IIIII
N mm
‘ III'I (] ] |
SEEEEEENEEN SSsSEEEE== !!!.!!.!!!
20222024 20262028 2030 20222024 202620282030 2022 2024 2026 2028 2030
Year

/¢ Organization

Disease
oo
IIHW
| Heps
| B
IIMnm;
B s
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ST
<74

IA2030: Deaths averted due to vaccination by Gavi status @i

S

~____ Gavi Not-Gavi .

&
I

Disease
Region Population size % Total Mo
(Average 2021-30) . e
— 31 &
Gavi 3.9B 48% $ 5 Ho
— JE
Non-Gavi 43B 52% H Bl vesses
g P
Total 8.2B 100% ?, N o o
*Number of deaths averted compared to no vaccination i—“: O ',::::,u
a
—— 1 L . :B
3 M-
B e

S L
— —
2022 2024 2026 2028 2030 2022 2024 2026 2028 2030

Year
23/03/2021
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IA2030 Launch

26 April 2021

Strategic priorities

a IMMUNIZATION AGENDA 2030

v A global strategy to leave no one behind
o | I
People Country Partnership Data @ IA2030
Centred Owned Based Guided

SAGE March 2021 meeting
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IA2030 Launch Audiences

We want engage the following stakeholders for the launch:

Prioritised public figures and supporters to engage:

1. National & Regional leaders (Ministers of Health)
2. Global health leaders and champions)

3.  Community influencers (religious leaders, athletes)
4. CSOs (Gavi CSOs, PATH, Save the Children, others)

5. Media (specialist outlets with interest in global health)

SAGE March 2021 meeting

\s World Health
V

]
_,_f._/ rganlzatlon

E5R
L #

Global health communi

Donors

Political leaders-
countries & regic

Immunization
Community
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By World Health
~¥ Organization

@)

IA2030 Launch Phases

Celebrate
IA2030
Launch

Provide
Technical
Details

Inform and
Engage

Capture
Stakeholders
Attention

Community

March 22- April 25 April 26 April 27-30 May
Inform and engage the Launch with Press Publish Vaccines  Launch IA2030 at WHA
commumty o e Global moment supplement » Side event at WHA
 Technical briefings: Alignment with WIW articles « Showcase CSO support

* SP webinars (TBC)
* CSO webinar (15.4)
* GLF event (26.3)
» Coordination & planning meetings

 Demonstrate country &
regional commitment
* Amplify support for

o IA2030 C&A (22.3, 5.4)

IA2030 Core partners (13.4)
Immunization network (14.4)
CSO networks (various)

SAGE March 2021 meeting

Immunization on social
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GLF course begins
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World Immunization Week, 24 to 30 April 2021

‘Vaccines Bring Us Closer’

Brought to life with timely executions:

Towards
Physical
Closeness

Collective Closer to Shared Emotional
progress Understanding Endeavours Connection

Vaccines bring us b z Vaccines bring us closer
closer to protecting to ending polio.
millions of children. : \ b s et vt

er 0 amging mare. o

zation W

{

Vaccines bring us one step closer again.

Vaccnes bring us closer. Wotd

Vaccines have Vaccines bring us
brought us closer 7 closer to fighting
for generations. 4 future diseases.

N, World Health
4

“®¥ Organization
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Updates on COVID-19 impact on
Immunization in AFR and
COVID-19 Vaccines Rollout

Dr Richard MIHIGO

SAGE Meeting SAGE Meeting
22-25 March 2021 24th March 2021






Impact of COVID-19 on
immunization
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Immunization in 2019; Pre COVID-19’s impact

In 2019, 19 countries in the region have achieved >90% DTP-3 coverage, while four countries have below

50% coverage.

15 countries in the region have achieved >90% MCV1 coverage,

whi

rch 202

|
1

In the African Region:

* Every fifth child remains
unvaccinated with DTP

3 outof 10 children haven’t
been reached by a measles
vaccine

* Vaccination plaforms in the
2nd year of life are yet to be
utilised (MCV2- 33%)

* New vaccines such as IPV
have reached some 70% of
children in the region.

e four countries have achieved below 50% coverage.

meeting
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COVID-19 has worsened the challenges to accessing immunization in the African Region.

Between 2019 & 2020 (Jan - July, more than ONE MILLION children have MISSED vaccination

IMPACT OF COVID-19 ON IMMUNIZATION IN THE AFRICAN REGION

MCV1-2020

18,129,083

MCV1-2019

18,993,455

DPT3-2020

18,652,033

DPT 3-2019

19,656,232

Number of Vaccinated Children

Significant number of planned outreach and fixed immunization sessions have been cancelled as a result of service disruption.
SAGE March 2021 meeting
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Impact of Covid-19 in RI Coverage in AFR, 2019 - 2020*

MCV1 2020

29,074,018

MCV1 2019

‘ 29,590,671

30,334,199

DPT3 2020

DPT3 2019

* (Jan- Nov)

SAGE March 2021 meeting
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RI Coverage in AFR, 2019 - 2020 (Jan- Nov)

Coverage Absolute number of vaccinated people

SAGE March 2021 meeting
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COVID-19 disrupted planned campaigns and
New Vaccine Introductions

Globally, 69 campiagns were postponed due to COVID-19 since March 2020.

28 of these postponed campaigns are in the African Region.

SAGE March 2021 meeting
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Service resumption amid COVID-19

AFRO took actions to revamp the Immunization services disrupted by COVID-19.

1. Guidance - Technical guidelines issues to ensure continuity of services; NITAGs involved

2. Monitoring for action:
1. Monitoring essential services through sensitive indicators and dashboards

2. Identifying populations and areas at highest risk; measles risk assessment

3. Advocacy, communication and social mobilization:
1. Engaging national COVID task forces ; Advocacy with the leadership

2. Assuring the public about availability and safety of services
4. Capacity building of Health Workers on IPC measures... using virtual means

5. Modifying service delivery through INNOVATIONS
1. IPC supplies and PPE policies, distancing measures, Integration

2. More frequent and smaller sessions in open spaces, mobile service delivery
SAGE March 2021 meeting
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Strategies for Catching-up on missed children

Several best practices have been applied in the African Region to address unreached and
missed children. These practices revolve around the below Five programatic areas.

1. Health Service Delivery,

2. Leadership, management and Coordination,

3. Demand Generation and communication,

4. Microplanning, Monitoring and Supervision, and

5. Data use for decision making.

SAGE March 2021 meeting
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The wave of COVAX deliveries kicked off on Feb. 24th

The first batch of COVAX doses has South Korea receives 117,000 3.94 million doses of COVAX
COVAX doses vaccines arrive in Nigeria

24 February 26 February

arrived in Ghana (600,000 doses)

504,000 doses have landed in Cote
d’lvoire

Cote d’lvoire and Ghana start their

A R first COVID-19 COVAX vaccinations

SOURCE: GAVI
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Vaccine Distribution, All Types

Legend
Vaccine Type

|:| No Data
|:| AstraZeneca(20)

|:| AstraZeneca+Covaxin(1)

- AstraZeneca+Gamalaya(1)
- AstraZeneca+Modema+Pfizer(1)
|:| AstraZeneca+0th;ars(1}

|:| AstraZeneca+Pfizer(1)

- AstraZeneca+Sinopharm (5)
- AstraZeneca+Sinopharm+Gamalaya(1)
- AstraZeneca+Sinovac(1)

- Gamalaya+Pfizer(1)

- Johnson & Johnson(1)

] sinopharm @)

- Sinopharm+Gamalaya(1)

- Sinopharm+Sinovac(1)

SAGE March 2021 meeting

AstraZeneca Vaccine Distribution

Data as of 6:00PM 22/03/2021
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AEFI cases reported by countries

Serious AEFI
Country Total AEFI AEFI Severe
Ghana 1032 5
Togo 324 10
Cote
d'lvoire 153 0
Rwanda 134 10
Malawi 58 0
. Uganda 34 5
13 countries Mauritius 25 0
Lesotho 22
Senegal 22 3
Sao Tome
and Principe 21 1
Guinea 19 0
Seychelles 11 1
Cabo Verde 2 0 .
Total 1857 .35 [/ countries

Dashboard Link: https://rebrand.ly/covid19vaccinedailyreporting Data as of 23:29 21/03/2021
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Emerging Lessons Learned

1.

Multisectoral and multi-institutional engagement has expedited the COVID-19
vaccine rollout

* Maintaining these engagements will serve as an opportunity for PHC
strengthening

* Pre-listing of target population

The use and adoption of new and existing digital platforms to record, monitor,
track vaccination and report AEFIs is growing

+  DHIS-2, Short Message Services, Toll-free numbers

Vaccine hesitancy and misinformation has been addressed through clear
messaging, using all forms of media oulets, role models and influencers being
vaccinated

« Social Media emerging as a wider means of communication in
immunization

Countries are rolling out at different paces; some are quite slower than others.
Countries that reached large population implemented a well planned and
coordinated rollout.

* Eg. Ghana vaccinated 474,000 people in 20 days.

SAGE March 2021 meeting
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Emerging Risks

* Diversion of doses to non-priority groups

« Attention to routine immunization
impacted in some countries (repurposing of
workforce to conduct COVID-19 vaccine
rollout)

» Possibility of higher vaccine wastage —
Could be a great risk in light of supply
uncertainties

» Countries starting vaccination with
inadequate operational fund — Requires
harmonized partners engagement

SAGE March 2021 meeting
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Introduced to country
staff in 2 webinars (11
and 16 March)
e attended by a
total of 190
people

Materials distributed
to countries

AFRO to support
facilitating country
level Simulation
Exercises in coming
WELELS

SIMEX- Table top exercise and drill

TTX Part 1: Prioritization -
targeting and equitable
distribution strategy

TTX Part 2: Vaccine delivery
strategy

TTX Part 3: Logistics and supply
chain

TTX Part 4: RCCE and
communication strategy

TTX Part 5: Vaccine safety
monitoring

SAGE March 2021 meeting

Facilitated scenario-based discussions of an
emergency, in an informal environment
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Regional operational field and after-action review

guidance documents — 3 languages

Draft Protocol for After-Action Reviews

For implementation immediately after each phase of
COVID-19 vaccine roll-out

March 2021
WHO AFRO

SAGE March 2021 meeting
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EXTERNAL COMMUNICATIONS

- Positive coverage of COVAX deliveries continued
- Growing negative reactions to AstraZeneca vaccine concerns in
Europe

Media engagement
- Virtual press event (60 media) & press release “COVID-19 vaccination
gains pace, > 7.5 million vaccinated...”

Content production

- COVAX deliveries snapshot video

- Expert interview: Vaccine production
- Vaccine safety video

Crisis communications
- AZ vaccine reactive statement shared with partners
- Q+A under development

SAGE March 2021 meeting
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AZ VACCINE SUSPENSION: ADDRESSING INFORMATION GAPS

" |dentifying & addressing
information gaps in Africa on
COVID-19 Vaccines (e.g:
AstraZeneca & others.)

= Viral Facts Africa published a short
text statement & 3 videos shared
by WHO AFRO, UNICEF and fact

checking partners.

.
(V)
VIRAL
s

CoviD-19
VACCINE

SUSPENSION:
WHAT WE
KNOW S0 FAR

16 MAR 2021
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Plans for Evaluation of COVID-19 vaccine
effectiveness (VE) in selected countries in Africa

= Protocol 1: COVID-19 Vaccine
Effectiveness in preventing Severe Acute
Respiratory lliness (SARI) case-control
study using test-negative design (TND)

= Protocol 2: COVID-19 Vaccine
Effectiveness in preventing infections in
health workers cohort study

= Source: 1 & 2 adapted from EURO protocols and
WHO unity studies
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Country expression of interest

& request for Support

Country African Influenza Laboratory Network (NIC) ILI Sites SARI Sites
Ghana Y 21 13
NIC
Kenya Y 5
NIC
Madagascar Y 54 18
NIC
South Africa Y 100 5
NIC
Mali Y 5 3
Ethiopia Y 3 5
Malawi No influenza surveillance - -
No ILI/SARI sentinel surveillance
Gambia No influenza surveillance
NO ILI/SARI sentinel surveillance
Mozambique Y 1 4
Burkina Faso Y 5 3
Cameroon Y No data No data
NIC
CAR Y 4 1
NIC
Niger Y 2 2
Rwanda Y 6 6
Nigeria Y No data No data
Botswana No influenza surveillance - -
NO ILI/SARI sentinel surveillance
Zimbabwe No influenza surveillance
NO ILI/SARI sentinel surveillance

SAGE March 2021 meeting

Strengths

v" Technical expertise (country and
partners)

v' Existing disease surveillance (SARI
etc)

v' Existing partnerships

Challenges
v Use of multiple vaccines in a country

v" In adequate funding - appeal for
partner support

26
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AMRO update on im’pac]:_
COVID19 on national immun!

programmes and COVID 19
vaccines roll-out

22 March 2021 — = —

SAGE meeting — =

Regional Situation Reports and Countr;rnghllghts
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PAHO/WHO

COVID-19 Lockdown Policies and Functionality of Vaccination
Services over Time

Lockdown policies over time Functionality of Vaccination Services over time
100% 100%
90% 90%
80% 80%
70% 70%
60% 60%
50% 50%
40% 40%
30% 30%
20% 20%
208 10%
0% . ‘ 0%
2nd survey (n=30) 3rd survey (n=33) 4th survey (n=39) 5th survey (n=38) 6th survey (n=37) 2nd survey (n=30) 3rd survey (n=33) 4th survey (n=39) Sth survey (n=38) 6th survey (n=37)
04-May 20-May 03-June 06-July 10-August 04-May 20-May 03-June 06-July 10-August
MTotal Lockdown M Partial Lockdown B No lockdown or social distancing policies ~ ENR @ Normal HPartial Suspension M Total Suspension ENR

-PAHO

Source: Results from the EPI managers poll on the EPI situation in the Region of the Americas. December 30, 2022. Information from 39 countries and territories.
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Impact of COVID-19 on Vaccination Services

Impact of the VVaccination services

as -’ ~, -’ ~,
- <. - <
a0 ) N N
4 AY ’ \
35
Rt
£ 30
=
s
8 25
Pl
2 20
3
=2
£ 15
5
=
10
s
Decrease in the demand for Decrease in vaccination Decrease in vaccination Decrease in vaccination
vaccination services services due to lack of services due to lack of services due to the closure
Health care vaccines / supplies of health facilities
\ FARN workers/vaccinators J
N, 4 N, e
o g oo personnel e

W Yes HNo

Main reasons of the decrease in the Demand Vaccination services

N=22 N=39
Users are concerned about the risk of exposure to COVID-19 if they come for vaccination - 40
services — S
Fewer beneficiaries are coming due to limited public transport, lockdowns or physical _ = 30
distancing policies 25

20
No data is available. Don't know _ 18%
15
Other |l %

10

Users are concerned about the risk of exposure to COVID-19 if they leave home - 5% Intramural activities Extramural activities Vaccination Campaign

W Yes = No

Source: Results from the EPI managers poll on the EPI situation in the Region of the Americas. December 30, 2020. Information from 39 countries and territories.
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.

> . ' ' "'E'r‘“ “"_—"“-' ;
x Innovatlve Strategles foif’

Routlne Immfumza

Utilized Strategies
N=39

Vaccination ~ Followuponand  Institutional  Vaccinationinthe Vaccination athome Useof social media  Vaceinationwith  Vaccination in Workwith  Changesinhoursof Vaccinationincars  Vaccination
sppointments  calling those absents  vaccination community otherhealh  strategicplaces  communityleaders  attention according to sex and
for vaccination programs (integrated D number

services)

b
2

Number of cc

Source: Results from the EPl managers poll on the EPI situation in the Region of the Americas. December 30, 2020. Inforg@@tion from 39 countries and territories.
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Immunization throughout the Life Course at the Primary Care Level in the Context

Vaccination of Newborns in the Context of the COVID-19

Frequently Asked Questions (FAQs) about COVID-19
Pandemic of the COVID-19 Pandemic Candidate Vacci and A Mechani

Versian 1: 21 May 2020 & oo
Veersion 11 19 My 2000 Version 2°: 27 August 2020

subyect Padencr becomes oanalir®® **Docurment subject 1o revision o8 Aew evidence and infarmation become ovoloble®

in the De: ment of COVID-19 Vaccines

*  Provide gudince regardng W onation of newborns with hepattis B and BCG waccines in the (oreest of the s Asafollow-up to the technical note on dapting the pe v f the COVID-19 pandemic e 1. Is there a vaccine against COVID-19?

at pr ¥ level in of —
0 the COVID-19 e —

.

COVID-19 pandamic, in order 1o maintain bigh veccration coverage.

The COVID s haeing 3 sigrifi 20ehl ang health impact on the prpuaton, 33 well 33
Pacing 3 burden on health services. Based o currestly avalable Informaticn, ohser 3dults and peogie of amy
oge who haee underlyirg medcsl conditicns might be & hygher rok for weers diness from COMD-19

Ony fow cases of CONMD-19 barve buen reported amory seatorms. Corremtly, thare & o svidence of vertical
traremission of SARS-Colv-2 from infected pregnant women to their fetuses (1.2) ard the vires has =ot been
found in samplen of bresstmih (1) Howweer, iremniog studies of pragrast women who give Bits n two
hosgitals during e peak of the epidemic in New York Oty [Uniied States), showed Tt between 15%-20% were

(1) from 23 Apeil on interventions, modalities and areas, which seeks to ensure the continuity of essential
services like immunization, these practical guidelines have been developed for the primary care level, taking
into account N technical in the context of the pandemic 2) and the
framework of immunization through the life course, which affers vaccines for different population groups
including children, adolescents, women, adults and older adults.
Immunization activities that are offered to the population throughout the e course are detaded, taking into
account the different transmission scenarios of COVID-19 as defined by the WHO (3), and which may require
... P ai— tial
service in 3 safe way for health persannel and the community.
Its implementation by primary care persennel implies considering recommendations on the provision,
avaiability, and proper use of personal protective equipment PPE), hygiene control measures, and the

At this moment, there are no SARS-CoV-2 vaccines licensed by the World Health Organization
(WHO), the virus causing the COVID-19 pandemic. As of 25 August 2020, there are 31
candidate vaccines in clinical evaluation in humans and 142 candidate vaccines in the
preclinical phase. The landscape of COVID-19 vaccines is updated on a regular basis by

at the ing link: hitps://wenw who i ons/m/i [draft-lands f-covid-

19-candidate-vaccines

. Will all the COVID-19 candidate vaccines be successtul?

Only a portion of candidate vaccines will be successful. A study about vaccines targeting

human infectious diseases showed that i vaccines in ion have an
estimated marked entry probability of 7%, and once they have entered dinical evaluation of
17%.% In coming years, it is likely that COVID-19 vaccines will gradually become available.

smptoms 0.4). To y of devices, cald chail % ahways required. s
hed, & 5 necasary . almad : &
and sub-national levels, and managers of first level care facilities.
o | WeTE 35 pIomatc —
s ware frece abimld).

What are the different phases a vaccine must go through to be approved?

The evaluation of a vaccine candidate undergoes different phases (preciinical and clinical)

until 8 varrine receives resulatnre annrenal’ The objective of this entire process is to ensure
snswer other questions like dose number and

Vaccinating your newborn and family members with routine

- immunizations is safe during the COVID-13 pandemic

Make sure your child is up to date with their routine
= vaccines: check their vaccination card ar contact their
healthcare provider and ask if there are any missed doses.

iine safety and its ability to preduce an immune

Hf your chitd has missed any vaccines, ask their Practice good hand hygiene often.

healtheare provider hew Lo make them up.

Q_ Follow recommended guidance on the rational

= use of personal protective equipment for coronavirus
disease, including corractly wearing 3 mask at all
times while werking.

Only one person should accompany your child to the health certer
for their vaccines. Protect yourself and others by using 3 mask s

ser of humans - usually under 100 adults - to

+ ability to generate an immune response

using all communicatiens channels. de studies to determine the number of doses
- .

Disinfect the entire area often ff .D ~ 1 the vaccine. If the vaccine proves to be safe

e = SUMMARY OF THE -

s oo oot STATUS OF wa cacavanun
NATIONAL g '

IMMUNIZATION

-® COVID-
1L Kecp the communiyinormes shout acciation oues.

locations, safety precautions and changes that might
affect vaccination services during the pandemic

M you or your child doesn't feel well before going to get
vaceinated, inform the health center before gainy
The Staff will decide if you should reschedule your visit

Wear closed shoes to work; don't use jewlry or (O]
accessories. Don't wear your uniform outside of work

Clean your phone property. Don't uze it while

L providing medical attention

child has tested posith
ccinated. Yout health

el you when to come back

covID-19,

rovider will

Avoid touching your eyes, nose and mouth.

Review patients vaceine recerds and administer all
vaccines for which a person is eligible at the time of
thair visit. Never miss 3 chance to vaccinate!

Getting vaceinated will not weaken your of your CHL'S
mune system

Resrganize services to avold crowded walting
rooms and facilizate physical gistancing.

The ealtn center has taken DIECAUTIONS 10 KEeD Yous
ate ) vealting: 100 0w el i Eanlly Protect yourself and your patients from serious illness
by getting your yearty influenza vaccine and making

sure you're up to date with all your vaccines.

Grganize pre-scheduled times for immunization
appeintments, including immunization sessions
exciusivety for vaccination of older persons and
these with pre-existing medical conditions

S oo~ o olalw M=

Your famity has the right to the Life-saving protection
offered by vaccines.

L] c on the ot auring BE AWARE. PREPARE. ACT.
Tl COVD-Y Sl remlnds e hiowr vahints the pandemic, the risks of vaccine-preventable @ 7. rermit only one parent or caregiver ta be
1 e e e e LEss—run PROGRAMS DURING sy

vaccines are. Take advantage of those we have to
protect cur children

HVACCINESWORK

i patients have respiratory symptoms. offer them @ §.  Croure the public has access to hand saniticer or
e e e et R e e e e @ THE COVID-19
Reschedule vaccination for after their symptams entrance to the facility. ° b
il } ®
_  Make sure that everyone who comes to the heaitn P N D EM l C
- - service is asked about their vaceinatien status. A
10, 1evey miss an opportunity to vaccinate. abways

check patients” immunization records when
HVACCINESWORK they seek any routine health service. 0 '

10, ! you smpeience COVID19 symotoms, stay at home,

July 2020
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World Health
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PAHO/WHO

Slow Recovery of Vaccination Coverage: Need for Catch Up
Activities for Missed Cohorts

Administered Doses of DTP3 and MMR1 in the Americas* January — September 2019 vs January — September 2020
DTP3 MMR1

400,000 400,000
350,000 350,000
300,000 300,000 _———
250,000 250,000
200,000 200,000
150,000 150,000
100,000 100,000

50,000 50,000

enero febrero marzo abril mayo junio julio agosto  septiembre enero  febrero  marzo abril mayo junio julio agosto  septiembre

e 7019 e 2020 —) (19 2020

*Includes the following countries and territories which reported immunization data for the January-June, 2020 period (Anguilla, Antigua and Barbuda, Bahamas, Barbados, Belize, Bermuda, Bolivia, British Virgin
Island, Chile, Colombia, Costa Rica, Dominica, Dominican Republic, Ecuador, El Salvador, Grenada, Guatemala, Guyana, Haiti, Honduras, Jamaica, Nicaragua, Panama, Paraguay, Peru, Saint Kitts and Nevis, Saint Lucia,
Saint Vincent and the Grenadines. Suriname. Trinidad and Tobaao. Turks and Caicos. Uruauav and Venezuela
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Overcoming Barriers for Resumption of Vaccination Services

High level commitment Training

* Immunization as an essential service * Importance of generating technical documents and guidelines,

training and support material for HCWs
* Political and advocacy support from the political leaders for B PP

the population to attend vaccination services Communication
* Importance of the work done by scientific societies and * Importance to reassure the population that the vaccination
NITAGs program is not suspended/affected and that it is safe to keep

. vaccination appointments
Strategies

. . * Monitoring and use of social media to inform the
* Leveraging lessons learned from the HIN1 pandemic populationg

* Going out in the community to vaccinate has better uptake Importance of handling misinformation and increasing

« Adaptation of vaccination strategies to reach everyone confidence in vaccines

« Importance of follow up on appointments * Important to educate the population and HCW to improve
) ) ) information on vaccination services availability
* Innovative experiences of using e-health

Health care workers
e Leverage COVID-19 surveillance for VPD surveillance &

Laboratory * Vaccination personnel and subnational levels commitment

beyond their duties to ensure vaccination PAHO
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PAHO/WHO

Important Progress of LAC Towards Country Readiness for
COVID-19 Vaccine Introduction

34 Countries & Territories in the Americas submitted the VIRAT

VIRAT as November 2 VIRAT as February 2021*

Barbados, February
Bolivia, November

Belize, February
Brazil, November

Dominica, November Bolivia, February

Ecuador, November Brazil, February

Chile, February

El Salvador, November

Grenada, November Colombia, February

Guatemals, November Commonwealth of The Bahamas, Febru..

Dominica, February

Haiti, November
Honduras, November Dominican Republic, February I
Mexico, November

El Salvador, February

Nicaragua, November Guatemala, February

Paraguay, November Guyana, February

St. Kitts and Nevis, November Honduras, February

St. Vincent and The Grenadines,

November Jamaica, February

Trinidsd and Tobago, November Panama, February

S0 0 S0
Status Percentage Status
In progress- maturity stage In progress- maturity stage
Not Reported
0 50 100
Ml ot Started
Percentage

&

*Includes countries that submitted/resubmitted VIRAT in that month. Source: PAHO Regional Dashboard. Available at: https://www.paho.org/en/covid-19-vaccines
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PAHO/WHO

COVID-19 National Deployment and Vaccination Plans (NDVPs)
Submitted to PAHO*

Poland J i
jGermany b=t L

Y

Total NDVPs  IESESSE v

AT e . *Antigua & Barbud
23 % StKittshncH@Qvlgua arouca

Dominica %
COVAX AMC10 countries

# Stlucia
St Vincent and The Grenadines Barbedos

¥

Grenada
N JTrinidad and Tobago
iy « o - : E
1 O * * : v " A A0 S L‘\"Ié-'o‘l:t‘il:l
N by e AV
: £ @ 2021 Mapbox © OpenStreetiap "Venezuela
Peru Ll s 4

COVAX Self-financing
countries

13

Argentina .

* As of 12 March 2021. **Reviewed and approved by Regional Review Committee.
'-‘:“

© 2021 Mapbox © OpenStreetMap
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e As of 19 March 2021, 47/51 Countries and
territories (33/35 member states) have
started vaccination

e \accines used:

e Ori

* As of 19 March 2021. Source: Country reports to PAHO. WHO COVID-19 Vaccination Dashboard, available at: https://covid19.who.int/

LONOOUHWNE
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Status of the COVID-19 Vaccine Roll-out in the Americas

AstraZeneca / Oxford
Covishield (AZ —SlI)
AstraZeneca (AZ — SK BIO)
Pfizer

Sputnik V

Coronavac / Sinovac
Sinopharm

Moderna

Johnson & Johnson

1 March 2021: Colombia was the first country in the
Americas to receive COVID-19 vaccines through the

gin: donations, bilateral deals and COVAX  covax Facility

PAHO
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PAHo FLIGHT r Status PAHO Shipments Total Quantity Total Quantity Total Quantity
Select all i
D @ INFORMATION ﬁ Aerr‘ifvce da Doses Arrived Doses In Progress Doses
COVAX In Progress

PAHO PURCHISING COVAX INITIATIVE

Country of Destination and Quantity Vaccine COVID 19

Counts Purchase Order PO Supplier Arrival Time Carrier Flight Number Status ¥
- Quantity = and Hour : SERgE Joun H‘G,-:gﬁ b

| ______________la | . . JAMATA et e
Guatemala | APO21-0000303% | 81,600 | ASTRAZENECA AB | 11-Mar-21 | KLM MP 6140 Arrived e

El Salvador | APO21-00002889 | 33,600 | ASTRAZENECA AB | 11-Mar-21 | Avianca | TA 0397 Arrived (%fg_' AL Roweau e foar
Honduras | APO21-00002887 | 48,000 | ASTRAZENECA AB | 13-Mar-21 |Avianca | QT 0536 Arrived Hlas @a'w Willemstad  C3stries” . Bridgeto
Jamaica | APO21-00003145 | 14,400 | ASTRAZENECA AB | 15-Mar-21 | AMERUET | M6 8135 Arrived o B . p , o “5t George's
Nicaragua | APO21-00002794 | 135,000 | Serum Life 16-Mar-21 | UPS Cargo | VUELO 5X 364 Arrived St ’:;'m : VENEZUELA

Sciences Limited MIAMI-MANAGUA R

Ecuador | APO21-00003205| 84,000 ASTRAZENECAAB | 17-Mar-21 |KLM KL 755 Arrived Bo s -y
Paraguay | APO21-00003052 36,000 | ASTRAZENECA AB | 19-Mar-21 Lan Chile | 1108 In Progress

Colombia | APO21-00003054 | 244,800 | ASTRAZENECA AB |20-Mar-21 | KLM KL 749 In Progress

Bolivia APO21-00002803 | 228,000 | Serum Life 21-Mar-21 | TAB VUELO TAB 751 In Progress ECUADGR

Sciences Limited MIAMI-LA PAZ

Total 905,400
BILATERAL COOPERATION - COVAX FACILITY

Country  Quantity Arrival Time Status  Supplier

Colombia | 117,000 | Monday, March 1, 2021 Arrived | PFIZER

Peru 117,000 | Wednesday, March 10, 2021 | Arrived | PFIZER

Total 234,000

> Bing
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PAHO/WHO

Regional Dashboard to Monitor COVID-19 Vaccination in the Americas

155,830,298 50 446,268* 47 Have started vaccinations

1st doses administered 2nd doses administered Single doses administered

104,843,286* 48,431,984* 2,014,284%*

Country/Territory details Weekly data

Cumulative doses administered

Ll Calendar week

Cayman Islands

60
55
50
3 1
=00 5y = a5 Chile
. =
g S 40 Bermuda
3
: 2
= =)
3 S
o 35
p ]
=
3
Doses per 100 5 30 Anguilla
2
1]
0.03 60.70 =
.§ 25 Antigua and,Barbuda
« g
o -
£ 20
a
15
10
5
© 2021 Mapbox © OpenStreetMap
The boundaries and names shown, and the designations used on this map do not imply the expression of any o —
opinion whatsoever on the part of the Pan American Health Organization concerning the legal status of any country Bahamas
territory, city, or area or of its authorities. Or concerning the delimitation of its frontiers or boundaries. Dotted and
dashed lines on maps represent approximate border lines for which there may not yet be full agreement. 3 4 5 6 7 8 9 10 11
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Key Messages

= Importance of receiving doses of COVAX, in the case of AMRO, through PAHO’s
Revolving Fund

= While COVID-19 had a substantial impact on National Immunization Programs,
innovative vaccine delivery strategies are contributing to slowly recover vaccination
coverage.

= Importance of maintaining coordination between pillars 9 and 10 of the Strategic
Preparedness and Response Plan (SPRP)

= PAHO is committed to continue supporting the LAC countries:
— to conduct activities to recover and sustain routine immunization coverage

— to access and procure COVID-19 vaccines through the Revolving Fund, and provide technical
cooperation to successfully implement and monitor COVID-19 vaccination

5 pgpein
) ot v
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X\, World Health
Organization

%25\, World Health
fm_, '-}Orgamzatmn g

DJiBouUTI

CEREMONIE DE RECEPTION
DES PREMIERES DOSES DE

Impact of COVID 19 pandem|con |mmun|zat|on
program and COVID-19 vaccine deployment

22 March 2021, SAGE meeting
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Outline

1. Overall regional update on impact of COVID-19 on national immunization

programmes
2. Profile countries to illustrate situation and complexities that could highlight
(2 slides)
* successes/continuing key challenges with immunization activities (disruptions,
postponements)

 surveillance, including tracking coverage and missed cohorts
* potential innovations

3. Status for resumption or revitalization of services; regional
activities/challenges

4. Status of COVID-19 vaccination preparedness and roll-out

HEALTH FOR ALL
k BY ALL [ a2 califor
\ @ l/ solidarity

and action
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COVID-19 pandemic

Impacts on national immunization programmes in EMR

| Vaccination coverage drop Accumulation of
susceptible and VPD
| Weakened VPD surveillance outbreaks

M

HEALTH FOR ALL
k BY ALL | 2 call for
\ @ 0/ solidarity

and action
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COVID-19 pandemic impact....continued

National DTP3 and MCV1 coverage in high priority countries, EMR 2020

 All countries affected to certain 100
degree

» Pandemic restrictive measures varied
in duration and intensity

¢ Maximum impact during March to
August 2020

 All countries started resuming service
by September

¢ Catching up missed children —
>100% coverage 0

o SIAs will start resuming mostly in Q2- S Qs

Q3 2021 N

o]
o

[
o

)
o

Vaccination coverage (%)
N
o

HEALTH FOR ALL
‘ BY ALL | 2 call for
\ @ 0/ solidarity

and action
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Country profile, Pakistan
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Country profile, Yemen

No, of Confirmed cases & Cumulative CFR s ofc?nﬁrmedCases - e 1t COVID-19 case was reported on 10 Aprll
s Cumulative CFR %
120 0% e May - July was most affected months
‘:: z: e Multiple rounds of integrated outreach activities were
$ . o compromised
w© 10% * Diphtheria campaign in 5 southern governorates in late July
20 5%
0 T | | 0%
SRRERRRRRRARRFRBRRRRRRRRARRFRRRRRRRRRRERNAFNSAESR
A M ST SN NP PR R R R R A0S IIITARNIIIITIN®
N T
140,000
196,000 m 2019 m 2020
f 7
S 100,000
el
£ 80,000
£ .
S = 60,000
>
T % 40,000
=2
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kS
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Country profile, Afghanistan, Somalia, Syria, Jordan

Mg, of Confirmed cases & Cumulative CFR
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Major Regional office support for countries

Non-COVID-19

HEALTH FOR ALL

Net/

Sub-national vaccination coverage data analysis and

feedback on quarterly basis
VPD surveillance data analysis and feedback
Technical support in developing MR strategic plan

Technical support in developing
applications/proposals for donor support

¢ New vaccine/dose introduction
* TA planning
* Ops cost support

Regional (virtual) workshop on Zero dose children

Regional workshop on Rotavirus and Diarrheal
Disease surveillance

Program review, DQA, EVM assessment, cMYP
development, Capacity building etc.

BY ALL | 2 call for
solidarity

and action

COVID-19

* Regional Working Group with six different sub-

groups

* Co-chaired by EMRO and MENARO with
participation of Gavi, US CDC, IFRC, WB, IFRC,
other regional partners and different
departments and units in EMRO

* Bi-weekly meeting

e Series of webinars for countrY teams (WHO-
a

UNICEF staff, MoH staff, regu

tory staff,

NITAGs and other stakeholders)

* Decision making, vaccination prioritization, NDVP
development, vaccine regulation, RCCE, cold-
chain, costing, vaccine safety monitoring etc.

* Weekly IMST vaccine pillar update — all WRs
and CO focal points for COVID-19

e Individual CO clinic

SAGE March 2021 meeting
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COVID-19 vaccine deployment in EMR at a glance, 21 March 2021

20/22 Countries are vaccinating Number of doses administered

UAE
Saudi...
Qatar

Global tracker: 19M
Country report: 10 M

Pakistan

Lebanon

Oman
Tunisia |
Egypt |
Sudan
Syria

. 10 20 30 40 50 60 70 80
Vaccination NOT started « 100000
H Country report M Global trackers

Doses administered per 100 population

o

UAE . 72 61
VaCCine emergency use aPPI'OV3|S Bahrain I 37.62
Morocco IEEEEEEEEESSS———— (8.12
AstraZeneca I | O Qatar EE——————— |7.7
Pfizer I 13 Saudi Arabia  —.62
Kuwait messs 843
Sputnik V N | 1 Jordan mm 237

Oman mm 217

Sinopharm I O
Lebanon mm 1.98

Janssen A 2 Pakistan | 0.16
Moderna mH 1 Afghanistan | 0.14
r T T T 1 Tunisia 0.06

- Number of countries Iran i 0.01

HEALTH FOR ALL

‘ BY ALL | a call for
\ @ 0/ solidarity

and action
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COVAX vaccine arriving in the region

Delivery received from COVAX:

v" Sudan: 820,000 doses of AZ/SII vaccine on 3 March
Djibouti: 24,000 doses of AZ/SII vaccine on 6 March
Somalia: 300,000 doses AZ/SII vaccine on 6 March
Afghanistan: 468,000 doses AZ/SII vaccine on 8 March
Jordan: 144,000 doses of AZ/SK Bio vaccine on 12 March

Tunisia: 93,600 doses of Pfizer vaccine on 17 March

Palestine: 37,400 doses of Pfizer vaccine and 24,000 doses of AZ/SK Bio
vaccine on 17 March

AN N N SR

Expected deliveries:
Iraq: 568,800 doses of AZ/SK Bio by this week
Yemen: 360,000 doses of AZ/SII vaccine on 31 March

Rest of the countries: @

Vaccine expected soon

HEALTH FOR ALL
‘ BY ALL | 2 call for
\ @ 0/ solidarity

and action

SAGE March 2021 meeting





Session1.3_Hasan

Monitoring COVID-19 vaccination

EMRO Regional Dashboard Country Dashboard, Iraqg

World Health Tracking vaccination coverage in the Eastern Mediterranean Region Dynamic Infographic Dashboard for COVID-19 Vaccine in Irag
Organization Situation as of 20 Mar. 2021
(COVID-19 pandemic) Distribution of Vaccinated by Governorates Vsccinated by Voccination outlets Distribution of Vaccinated b stes T
= [ reseuns i E= Gutlets/ To
Please select a country Trend of total administered doses per country and Individuals received first and second doses s

Jordan ~ || @Total sdministered doses @indnaduals received first dose @ Individuals received second dose.
200¢
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‘”’“’-SSIS

AGERA Cancer and ofh... 33 1525 1547 1545
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2 e 1459 i
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. 4 ' 0Bs 306 Refug... § 0 1002 il 968 |__total wastage |
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HEALTH FOR ALL
o BY ALL | 2 call for

\ @ 0/ solidarity
and action
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Key challenges and concern for EMR countries

e Catching up children missed during the early stage of the pandemic is not enough —
immunity gap persists

. \kaD Igurveillance activities seriously compromised — masking the immunity gap — ticking
om

e Little experience in adult vaccination in most of the countries
 |dentifying denominator especially beyond phase 1 remains challenge

e High proportion of population in fragile, conflict and vulnerable settings
e Vaccine hesitancy

e Operational cost for COVID-19 vaccine deployment

* Information gap
e Recommendations on vaccines available and in use but not approved by SRAs or under WHO EUL
* Vaccine allocation and delivery from COVAX
e Unpredictable availability

P

HEALTH FOR ALL
B BY ALL [ a2 califor
\\._y solidarity

and action
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Reports from the regions- WHO European Region

Siddhartha Sankar Datta, Regional Adviser, Vaccine-preventable diseases and Immunization, Email: dattas@who.int

SAGE March 2021 meeting
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Routine immunization during COVID-19 pandemic —
progression in the WHO European Region

* By Mid-March 2020:
* Europe became the “epicenter” of
COVID-19 pandemic
* By Early April 2020:

* 6 countries reported “nation-wide
interruption” of routine
immunization services - harboured
~22% of total infant population

e By Late April 2020:

* 63% of global mortality from the
virus was from the Region

* By Late May 2020/Early June 2020:

* Countries that had interrupted
immunization services have resumed
the services

Summary: 43.6% of new global cases and 33.6% of new global deaths

Data sources:

COVID Data: https://who.maps.arcgis.com/apps/opsdashboard/index.html#/ead3c6475654481ca51c248d52ab9c61,
as of 19 March 2021
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Increase in excess unvaccinated children compared to
previous years — Uzbekistan as an example

SAGE March 2021 meeting
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Subnational disparity in 2020 coverage trends compared
to 2019: Kyrgyzstan and Uzbekistan

“High” coverage in
2019, but coverage
in 2020 has fallen

2019, and similar .
. behind
coverage in 2020

“Low” coverage in

/ “High” coverage in

“Low” coverage in o — 2019, and coverage in
2019, and coverage 2020 is also on track
in 2020 has fallen

further behind
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Understanding & documenting impact of public health
measures on measles

Number of reported measles cases & countries Kyrgyzstan: Average confirmed measles cases per week
reporting zero suspected/confirmed measles
Ccases Predicted

Observed \

e

Difference between observed and predicted

Cumulative difference
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Circulating Vaccine-derived Poliovirus type 2 (cVDPV?2)
outbreak, Tajikistan

e Case highlights:
 First notification on 20 January 2021; linked to outbreak in Pakistan
* 4 confirmed cVDPV2 in AFP cases, 3 close contacts, 1 healthy children
(community-based sampling), 5 cVDPV2 in sewer samples
* Geographical extent — in the southern provinces and around Capital

* Implication to the polio-free status of Europe:
* Potential for spread to neighboring countries of Central Asia

* Response activities:

* [PV vaccination response in affected districts, enhanced polio (Acute Flaccid Paralysis)
surveillance and rapidly established environmental surveillance

* [PV catch-up campaign in Tajikistan (February 15-20) and escalating preparation for catch-up
in Kyrgyzstan and Uzbekistan

* Full scale preparation to deploy nOPV2 in Tajikistan

* Surge deployment to Tajikistan, in-country coordination and mobilization of financial and
human resources

SAGE March 2021 meeting
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Ensuring robust preparedness & support remained the focus

Preparedness status of 48 countries & territories Specific areas of support for each country - continuum

Data source: Data from Ministries of Health in the Regional monitoring mechanism as of 17 March 2021
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Preparedness -> Readiness -> Receipt
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|II

Support to Member States ranged from “overall” to “specific”
programmatic technical support as per need

Emphasis has been on
preparedness and readiness

->

moving towards service delivery
and implementation support

Technical Webinars

niis

* National stakeholders on
critical programmatic areas

* health care workers and
professionals in 4 “first-
wave” countries

* lessons-learned with early
implementers

SAGE March 2021 meeting
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Support efforts of Member States to prioritize health

Behavioural insights studies & Rapid research
workers — recognition of the prioritization to keep health
systems running

using focus groups (FGDs) and interviews -> For
action

+ Between Nov and Dec 2020, trend shows
more people willing to get vaccinated

- Major drivers:

* Vaccine safety and country of vaccine
production

*  HCW most trusted source of information

* Potential cost (especially from young)

* Recurring reasons for “undecided” or
“would not get vaccinated”

* Low trust in MoH, Institute of Public Health
and/or health sector

* Perceiving the virus is media hyped

SAGE March 2021 meeting
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Special focus on “Safety & efficacy concerns of the vaccines”

Job-aids & facts sheets |, Resources for health professionals and public

COVID-19 vaccines and vaccination explained (covid19infovaccines.com)

SAGE March 2021 meeting
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COVID-19 vaccine implementation in the WHO European
Region

46 Member States have rolled-out
COVID-19 vaccination
o 7 vaccine products deployed
o 75.2 million doses delivered
o Population uptake:
= 8.5% - at least one dose
= 3.0% - completed series

* Vaccine access through COVAX critical
to address current inequity
* 100% - High-income
* 67% - Upper middle-income
e 40% - Low & lower middle-income
* 30% middle-income economies - from
COVAX WHO/Europe Covid-19 vaccine programme monitor (shinyapps.io)

Data source: Official data as of 17 March 2021 submitted by the Ministry of Health and unofficial data published by the Public Health Institutes
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Weekly monitoring of COVID-19 vaccination uptake by
priority population groups

Uptake among Healthcare Workers, by epidemiological week (W)

Age distribution of doses administered, by epidemiological week

SAGE March 2021 meeting
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Immunization Service
Delivery modality

Vaccine and supply
chain management

National Vaccination
Strategy Vaccination data and
information
management
Legal and regulatory
framework Safe injections and
waste management

Vaccine safety
monitoring Human resources and
security

moving ahead ...

European Immunization Agenda 2030

SAGE March 2021 meeting
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COVID-19 pandemic
(1) Impact, (2) recovery and (3) vaccine deployment

WHO South-East Asia Region

SAGE March 2021 meeting





Session1.6_Bahl

1. Impact
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la. Impact on Rl coverage
Initial decline; subsequent recovery; gaps persist

DTP1 DTP3

4000000 4000000
[ [
g g
S 3000000 S 3000000
< <
(&) (&)
5 2000000 5 2000000
8 1000000 8 1000000
€ €
> 0 = 0

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec
——2019 —-2020 ——-2019 —-2020
MCV1 MCV2

4000000 4000000
[ [
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S 3000000 S 3000000
< <
(&) (&)
S 2000000 5 2000000
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= 0 = 0
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——2019 —-2020 ——-2019 —-2020

Source: Monthly reports of routine immunization data during COVID-19 pandemic submitted to IVD SEARO
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1a. Immunization gaps - 2020

% of birth cohort missed
by selected antigens

Number children missed

Country ______DTP1 Dws MCVL  MCV2

Maldives 692 (3007) (4 166)
Bhutan 1910 1992 2878 2107 1174
Timor-Leste 5932 7 526 7 431 9 559 11 425
Sri Lanka 21226 23 693 22 062 20771 4618
DPR Korea 21679 24 329 22290 19 021 3834
26% 555 Thailand 221422 246 155 233963 238 046 190 804
> Nepal 94027 114 168 158 238 124 661 173 761
14% L 14%
Myanmar 163729 194681 169 944 123 906 132 297
Bangladesh 185751 300 101 368 818 352 999 321648
Indonesia 782 399 923616 3234652 961272 1865423
DTP1 DTP3 IPV* MCV1 MCV2 India 3569343 4110410 5114384 3271559 5140918

SEARegion | 5067767 | 5947431 | 9335352 | 5120894 7841736

Source: Monthly reports of routine immunization data during COVID-19 pandemic submitted to IVD SEARO
*IPV dose refers to IPV1 or fIPV2
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Immunization gaps higher in 2020 vs. 2019 in most countries

Percentage birth cohort

2019 2020

Bangladesh

2019 2020

Bhutan

Percentage birth cohort missed in 2019 and 2020 by antigen by country

2019 2020
DPR Korea

2019 2020

India

2019 2020

Indonesia

2019 2020

Myanmar

2019 2020

Nepal

=
2019 2020
Sri Lanka

2019 2020

Timor-Leste

DTP1

W DTP3

[PV

m MCV1

Source: Monthly reports of routine immunization data during COVID-19 pandemic submitted to IVD SEARO; JRF for SRL 2019 data
*|PV dose refers to IPV1 or fIPV2
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1b. Impact on other immunization activities

* Planned SIAs postponed-MR and Polio SIA postponed in several countries
— Bangladesh, India, Indonesia, Maldives and Nepal
* Planned EPI Programme reviews and PIEs cancelled/postponed

e EPI &VPD surveillance review and PIE (PCV and Seasonal influenza) postponed -
Bhutan

e PIEs postponed in DPR Korea (MR), Myanmar (Rota and HPV), Nepal (Rota) and
Timor-Leste (Rota)

 New vaccine introductions delayed

SAGE March 2021 meeting
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1c. VPD surveillance performance declined in 2020
Decline in case reporting in SEA Region

Non-polio AFP cases by month of onset, 2019-2020 Non-measles non rubella discard cases by month of onset,
6000 2019-2020
4500
5000 4000
§ 4000 H 300
§ § 3000
2 3000 4 2500
(] -
Jé ‘2 2000
E 2000 g 1500
=
1000
1000
500
0 0
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec
-2-2019 -e=2020 -2-2019 -=2020

Source: SEAR VPD surveillance database as reported by countries
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2. Actions towards recovery —
examples of resilient immunization systems

SAGE March 2021 meeting
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Actions to support recovery

e Special session of RITAG to assess impact and provide guidance to NITAGs/
national programmes

v'Country-specific actions identified - being pursued

e Country plans on continuing routine immunization and surveillance in the
context of COVID-19 pandemic

* Monthly monitoring of Rl and VPD surveillance data and feedback

* New vaccine introductions during the pandemic
* RVV in Myanmar, Nepal and Thailand
* HPV in Myanmar

SAGE March 2021 meeting
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2a. Bangladesh (Cox’s Bazar)

[
[=]
=]
(=]

=
w
o
o

1000

Number of session conducted

3

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec
==2019 ==2020

Source: DHIS2 and E-SIMO report, December 2000

Number of children

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec
--Target --Pental -MR1

Source: DHIS2 and E-S5IMO report, December 2000
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2b. India: Tailored approach for immunization strengthening in districts

Districts prioritized based on:
- Decline in immunization coverage during COVID-19 pandemic
- Districts with traditionally inadequate immunization coverage
- High incidence of VPDs (diphtheria, measles, pertussis and rubella)
- Other criteria: surveillance quality and demographic factors

Categorization of districts for
immunization strengthening

HIGH RISK

(250 DISTRICTS) g“

-+
v,

I [ 313 Low Risk Districts]
[11 192 Medium Risk Districts]

MEDIUM RISK
LOW RISK
(R IRICTS) Head count survey to
(313 DISTRICTS) I [ 250 High Risk Districts]

Assess impact of COVID- identify missed children
Identify and enlist 19 restrictions on y
missed children and immunization
pregnant women Two rounds of
Bl s salcfiferal Intensi;‘]ied Mhis(sion) Mission Indradhanush 3.0 (PIRI) conducted:
Resume sessions at ' ' Indradhanush (PIRI) to
migrant sites z:::gzsfor two missed reach missed children - More than 542,000 children and

124,000 pregnant women vaccinated

Arrange catchup Address gaps of human :
O ) Continue follow u _
activities for missed resources, social e T P Second round planned from 22
areas/children mobilization, and other munization sessions March 2021
reasons

SAGE March 2021 meeting
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Two SNIDs (Sept and Nov 2020) and one NID (Jan 2021) conducted
More than 225 million children vaccinated

>97% of children found vaccinated by independent monitors
Infection prevention (IPC) measures followed during vaccination

Monitoring of COVID-19 appropriate behavior and IPC measures
- 33,000 session sites and 328,000 children monitored

62% session sites

Dropper not touching mouth -
79% children

SAGE March 2021 meeting

Physical distancing
followed - 88% session sites

Use of mask / face cover
- 68% teams






Session1.6_Bahl

2¢. Nepal: MR campaign during COVID-19 pandemic - linkages to RI

e Linking MR SIA to RI

* MR SIA used as an opportunity to identify zero/partial dose
children

e List of missed children shared with concerned health
institutions

* Ensuring missed children are vaccinated in the next Rl session
e Evaluation planned

e Strong political commitment and prioritization of
immunization at all levels was key to success of MR SIA

* Local level governance helped mobilize PPE quickly

e Exemplary community demand even during COVID-19
pandemic

e Adherence to infection prevention measures practiced;
not always perfect

13

SAGE March 2021 meeting
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3. COVID-19 vaccine deployment

SAGE March 2021 meeting





Session1.6_Bahl

COVID-19 vaccine rollout in SEA Region

DPR Korea

e Vaccination initiated in
8/11 countries
* NDVPs developed & BMh
cleared for 10/10 '
COVAX countries i

e All 10 eligible for first -

- Vaccination started
- Vaccination yet to start

® ol
f"
- -hrb -

»

{i L 3 oY
1 - ~
“

round allocation

Maldives

“#
AP 4

imor-Leste

Disclaimer:

The boundaries and names shown and the designations used on all the maps do not imply the
expression of any opinion whatsoever on the part of the World Health Organization concerning
the legal status of any country, territory, city or area or of its authorities, of concerning the
delimitation of its frontiers or boundaries.
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8/11 countries in the Region are vaccinating against COVID-19

Country Startdate Vaccine Source of | #individuals | # individuals | Total doses
vaccine recd 1st dose |recd 2nd dose| administered
AMC 16-Jan-21 AZpl 32 077 099 6 843 160 38 920 259
BHARAT BIOTECH @ @
AMC 13-Jan-21 SINOVAC & AZ ‘ ‘ 4 838 752 1948 531 6 787 283
Bangladesh AMC 27-Jan-21 AZ-SII O @ 4 687 824 4 687 824
AZ-SI|
AMC 27 Feb 21 o 1634903 1634903
. AZ-Sl|
AMC 29-Jan-21 . 806 449 806 449
m AMC 01-Feb-21 2= 0) 217 597 217 597
AZ-SI|
Myanmar AMC 27-Jan-21 O @ 105 490 105 490
Thailand Non-COVAX 28-Feb-21 SINOVAC & AZ 0 44 963 44 963
- Total 44 413 077 8791 691 53 204 768

@® COVAX supply

O Govt of India donation
Source: MoH/WCO reports
Data as of 18 March . Bilateral deal
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COVID-19 vaccine doses* administered

60,000,000
% of total country population
Country
First dose Two doses 50,000,000
administered | administered ER
§ Thailand
o
>
30,000,000 .
.%
. angladesh
- € 20,000,000 &
. . O Myanmar
Sri Lanka 3.7% Nepal
. India
Maldives 39.0% 10,000,000 Indonesia
3 0 CCCCCCCCCCCCCCCCCCCCCCCCCCCCCcCCcCCcCO0000000000000000000000000005 580000040 L L L L L L L L o o
Thailand 0.1% EREERMIEEEEREE RS EERF ERR R LI e s e st S
Total M Bangladesh ®India 1 Indonesia Maldives ™ Myanmar = Nepal ™ Srilanka ™ Thailand

Source: MoH/WCO reports
Data as of 18 March

* doses including 2" dose for India and Indonesia
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Enablers Challenges

Commitment of governments and health e Sustaining the gains and accelerating progress
professionals towards Rl goals amidst repurposed priorities

* Revision of Rl goals, targets, strategies &

Capacity building/country support activities: implementation

e RITAG sessions with NITAGs, NIPs and partners ) ) ) )
e Optimal implementation of NDVPs - gaps in

budgeting/financing, human resources, demand
for vaccines and constrained supply of COVID-19
vaccines

* Engagement with vaccine regulators and
manufactures in the region

e Capacity building of AEFI Committees, cold-chain

managers, others
* Multiple types of COVID-19 vaccines introduced

Strong partner coordination at Regional level : :
in countries

e Development banks involved

Regional Framework for COVID-19 deployment

SAGE March 2021 meeting
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Summary and way forward
e COVID-19 pandemic poses significant challenges, risk of VPD outbreaks
increased; initial recovery visible; will require time to catch-up fully

e Linking “recovery” plans to regional implementation plans and COVID 19
vaccination and surveillance under IA2030 will be key over the next few years

e COVID-19 vaccine rolled-out in 8/11 countries; adequate preparations
undertaken; vaccination rates picking up; supply and funding constraints

e COVID-19 vaccination will supersede other priorities in 2021 - significant
focus on immunization systems (as a part of other essential health services)
will remain critical

e COVID-19 vaccination an opportunity to strengthen immunization systems

SAGE March 2021 meeting
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Impact of COVID-19
Pandemic on
Immunization
Program and
COVID-19 Vaccine
Deployment

il

SAGE Meeting
22 March 2021

MR-SIA, Philippines, October 2020
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==

. .. . . t’//@ World Health
1. Situation in the Western Pacific Region (1) \§ j;_,y Organization
Western Pacific Region

Measles: increased risk of resurgence

Measles in the Philippines
2009-2019

20,000

18,000

16,000 Measles importation from the
Philippines 2013-2014

14,000

MCV-SIA MCV-SIA

\ \

10,000

8,000

6,000

4,000

R R REEEEEEE]L | bl
2014 2015 2016 |2017 2018 2019| 2020 52021 20225

2013

BERCRENENCRE

2009 |2010 2011 2012
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T - : 7N y World Health
1. Situation in the Western Pacific Region (2) {3 /Y Organization

Western Pacific Region

<<
z\v

Polio: emergence of new VDPV type 2

Mational Capital Region mOPY2 SIA
& Region 44 {14 Oct 2019 - 27 Sep 2020)

b G .
o el

New Vaccine-Derived Poliovirus Type 2
(VDPV2) detected in January to October
2020 after mOPV2 SIA

A Non-AFP (ContactHealthy) 7
B Environmental 7
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1. Situation in the Western Pacific Region (3)

V, World Health
Organlzatlon

Western Pacific Region

COVID-19: increased transmission

Epidemic curve and 7-day moving average of COVID-19 cases in WPR

With top 5 countries/areas with the largest number of cases within past 60 days (clinically-diagnosed cases in China excluded)

= 7-day MA: Whole WPR
= Malaysia
- Phlltppmes
10,000 Republlc of Korea
= China

Daily cases: Whole WPR

MNumber of cases

5,000

& BB DN

& D &
& & i“w \&‘9@9 \ﬂ‘?‘*\\@\!@ sé‘?s“

Philippines

AP SIS
Date of report 000 n=631,320 150 n= 4,210
4000 100
2000 50
0 el 0 A
Republic of Korea Papua New Guinea
3 12007 - 96,849 1501 h= 2479
(1]
2 800 100
o
@
0
2 400 50
2
0 0

Feb Apr Jun Aug Oct Dec Feb Apr Feb Apr Jun Aug Oct Dec Feb Apr
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World Health
Organization

Western Pacific Region

2. Response in the Western Pacific Region (1)

Regional Strategic Framework for VPDs
Immunization in the Western Pacific 2021-2030 (1)

16 Country-by-country Remote
Consultations on the 2" draft with k‘/ﬁ’{ QIE WOI" d Hea_l th
/¥ Organization

25 Countries and Areas (including 10 PICs) Y
in May 2020 ¥

Western Pacific Region

Prepare the first draft of New Regional ’ ‘

Framework for Immunization for the
Western Pacific, 2021-2030 Apr
| 2020

Consult TAG and MemberStates ’ ——
@ = : REGIONAL STRATEGIC FRAMEWORK for

Immunization for the Western Pacific, 2021-2030 to the 28th
TAG meeting and consult TAG, Member States and Partners

Submit the 2" or 3 daft New Regional Framework for {

Framework for Immunization for
the Western Pacific, 2021-2030

on development of New Regional
The 3rd draft

] 3 .
- o Vaccine-Preventable Diseases
e e and Immunization

ol e in the Western Pacific 2021-2030

@ 2030

Version 5.3

yywey S
I“““m‘ 24 August 2020

s ol ik —~—
. Vaccine-preventable Diseases and Immunization Unit

Division of Programmes for Disease Control
WHO Regional Office for the Western Pacific
Manila, Philippines

| : — s Wi
= Seventy-first session of the Regional Committee , |

Virtual 2y
4. .

S — e =
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2. Response in the Western Pacific Region (3)

s
{
N
W

Western Pacific Region

Preventive Mass Vaccination Campaigns

Campaign Implementation . . Geographic % Administrative
Count Dates Target age group | Target ulation Campaign e
E vaccine status e = paign typ scale coverage
Philippines mOPV2 Jan - Oct 2020 Implemented 0-59m >7 million| Outbreak response | Sub-national 78-102
0- 59 m overall; 0
. -119m in - i
Philippines bOPVY Jan - Aug 2020 Implemented 3.4 million| Qutbreak response | Sub-national =95
selected areas of
Mindanao
Malaysia bOPV upto Sep 2020 Implemented 0-155m 885,396| CQutbreak response | Sub-national 86- 108
Malaysia mOPV2 upto Sep 2020 Implemented 0-59m 853,265 Qutbreak response | Sub-national 85- 103
China bOPV+IPY May-June 2020 Implemented 0-359m 1,000,000 Preventive Sub-national 99,1-99.2%
Cambodia MR 2020 Implemented &m - 10y Mo data Preventive Sub-national Mo data
Cambodia | bOPW+IPY 2020 Implemented 6w - 23m Mo data Preventive Sub-national Mo data
Vietnam bOPV 2020 Implemented Mo data Mo data Preventive Sub-national Mo data
Vietnam MR Sep - Dec 2020 Implemented 1-5y 628,264 Preventive Sub-national 91
MR 9-59m; bOPY -
Lao PDR MR+bOPV Mov-20 Implemented 0-59m 918,092 Preventive Sub-national 93 MR; 92 bOPW
PNG bOPV Mov-20 Implemented 0-59m 2,144,079 Preventive Mational 91
Mational for MR,
Philippi MR+bOPY | Oct 2020 - Mar 2021 0 i MR 9-59m; bOPV MR 3,472,40%; B ti bnati | f M4
ilippines - Mar ngoin reventive subnational for
PP going 0-59m bOPV 6,919,015
bOPV
Mongolia IPV Jan-Mar 2021 Ongoing 1Py 210,733 | Preventive/Catch-up| Sub-national MNA
Vietnam MR 04 2021 - Q2 2022 Planned 1-5y 1,000,000 Preventive Sub-national
Lao PDR bOPY Q3-4 2021 Planned 0-59m 918,092 Preventive Sub-national
PNG MR Q3 -4 2022 Planned 6 - 59m Preventive Mational
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I:.’;g. World Health
39 Organization
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Western Pacific Region
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2. Response in the Western Pacific Region (4)\

Other major activities

7 Viet Nam

1. Maintain Programme Performance and Implement Regular or Planned Activities

TAG Meeting (June 2020) and Pacific Immunization Managers' Meeting (Aug 2020)
Polio-free certification process (SRCC meeting in May 2020 & RCC meeting in Nov 2020)
Measles & rubella elimination verification process (RVC in April 2021)

Regional DAT stockpile for responding to diphtheria outbreaks (e.g. PHL, VNM)

National MR stockpile for responding to diphtheria outbreaks (PNG)

National VDP laboratory network in the Philippines

Operationalization of Immunization Agenda 2030 (WP Regional Strategic Framework for
VPDs and Immunization 2021-2030 endorsed by RC in Oct 2020)

2. Mitigate Impact of COVID-19 Pandemic on Immunization Programme
e Regional technical guidance on immunization during COVID-19 pandemic
e Enhancing technical collaboration with partners (e.g. USCDC, ARIA, etc.)

3. Respond to COVID-19 Pandemic

e Staff repurposing (programme management, planning, surveillance, social mobilization,
community engagement, etc.)
e Laboratory support (procurement and technical assistance)

4. Prepared for COVID-19 Vaccine Introduction and Deployment

COVID-19 Sub-Group under Gavi-UNICEF-WHO WP Regional Working Group
WHO-UNICEF training on COVID-19 Country Readiness Assessment (Oct 2020)

Regional Trainings on COVID-19 Vaccine & Immunization Safety Surveillance and
Communication (Nov 2020)
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World Health

3. Mitigation of COVID-19 Impact (1) W37 Organization

° —
- Cambodia - Western Pacific Region
Number of OD achieved = 95% coverage of measles-rubella 1st dose (MR1) vaccine
100 80%
90 70%
80 68% 47 0
g 70 64% 60%
0,
5 60 %7% 64 S0%
o 50 65 40%
o]
E 40 30%
z 30 53 20%
20 36
10 30 10%
0 0%

2016 2017 2018 2019 2020
mmm # of OD <95% mmmm# of OD > 95% ® % of 0D =295%

Comparison (%) of Hepatitis B birth dose coverage with delivery at health facilities in Cambodia, 2019 and 2020
100

90
. » 82 85 85 88
60
40
20
0

Hep B birth dose < 24  Delivery at health facility Delivery by health staff
hours ®2019 m2020
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o q ! World Health
3. Mitigation of COVID-19 Impact (2) W39 Organization
- Papua New Guinea - Western Pacific Region

National RI coverage in 2019/2020
e In 2020, the RI program was
negatively affected by COVID-19
pandemic during State of
Emergency (SOE) in the first half of

The coverage of Rl has increased in 2020

comparing to 2019 due to the catch-up
activity support during COVID-19 pandemic

the year 100
e However: PNG conducted RI catch %

up activities in selected 12 80

provinces as a mitigation measure; 70 50

60 55

e Twelve provinces conducted at % 49 » 47 49

least one round of catch-up 40 42 35 40

activities from June — Nov 2020; 20 -
e Over 20,000 children <1year 20

vaccinated with Penta3; over 10 I I

23,000 Pental, MR1, OPV1, IPV 0 oo

MR1 1PV Penta 3 Penta 1
e Some provinces successfully
integrated catch-up activities with

OPV campaign in November 2020 W Year 2019 miear 2020
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4. Vaccination Response to COVID-19
Pandemic (1)

Vaccination in selected countries in WPR

Western Pacific Region

Biateral deals Donation COVAX Facility Date
L. Total doses
Country Vaccines doses doses doses doses doses doses Target group e L administered
planned | received |expected | received | expected | received started
AESEI 120,000,000
JPN Moderna 50,000,000
Pfizer/BioNTech 144,000,000 1,140,000 17-Feb-21 46,469
KHM Sinopharm 500,000 600,000 HCW s, other frontliners 10-Feb-21 259,032
AESS 1,104,000 324,000 Elderly 260 years old 4-Mar-21 19,327
Gamaleya 1,000 1,000 HCW 9-Feb-21 B76
LAC Sinopharm 302,000 302,000 HCW, POE, Quarantine Center 25-Nov-20 16,254
AZSS 132,000
MAC Sinopharm 500,000 500,000 9-Feb-21 28,055
Pfizer/BioNTech 400,000 100,425 3-Mar-21 5,089
AZ/S10 150,000 150,000 HCW s, other frontliners, elderly 23-Feb-21 100,000
Sinopharm 300,000 300,000 HCW s, other frontliners, elderly 10-Mar-21 71,949
MNG |Gamaleya 20,000 10,000 HCW s, other frontliners, elderly
AZ[5KB 14,400 14,400
Pfizer/BioNTech 25,740
MYS Pfizer 32,000,000 1,000,000 HCWs, Frontliners 24-Feb-21 249,909
Sinowvac 12,000,000 315,000
Sinopharm 10,000 10,000 Uniformed Personnel
PHL 5'|n.|:r1.ra|: 600,000 600,000 HCW s 1-Mar-21 179,979
AZ[SKB 4,584,000| 525,600 HCW s 7-Mar-21 112,688
Pfizer/BioNTech 117,000 HCWs
PNG AZ /UK 8,000 3,000 HCWs in NCD (29-Mar-21])
AZ[S 588,000 HCW s, elderly, comorbidities
ROK AZ/SKB 1,574,000 Staff and residents of nursing homes 27-Feb-21 562,816
Pfizer/BioNTech 117,000 | 117,000 HCW=s at C19 hospitals 26-Feb-21 26,142
YN |AZ/SKB 117,600 117,600 HCW s, other frontliners (3 provinces) 8-Mar 1,585
Fll 12,000 AZ/SKB doses (6 Mar 2021)
SLB 24 000 AZ/511 doses (19 Mar 2021)
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4. Vaccination Response to COVID-19
Pandemic (2)

Major Issues and Challenges

Overview

q .‘3 World Health
&% Organization

Western Pacific Region

e Uncoordinated procurement of different vaccines (COVAX vs donations

vs bilateral agreements)
e 3 Uncertainties / unpredictability
o Dose allocation timeline
o Date of vaccine arrival in the country
o Date of vaccine expiry

e Needs for frequent revision of target population and vaccination

strategies
e Cold chain capacity

e Immunization safety and risk communication (vaccination of elderly
population with comorbidity and mortality than children)

e Negative impact on the routine immunization programme
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World Health
Organization

Western Pacific Region

5. Way forward

Vaccination Response to COVID-19
in the framework of WP Reainal Strateaic Framework

1-1. Leaving no one behind in the routine immunization
1-2. Immunization services along the life course

1-3. Tailor-made immunization strategies

1-4. Vaccine security

1-5. New and underutilized vaccines and biologicals
1-6. Vaccines safety and safe immunization

1-7. Vaccine confidence, acceptance and demand

1-8. Sustainable domestic financing for immunization
1-9. Governance and Programme Management

2-1. Strategic use of epidemiologic intelligence
through VPD surveillance systems
2-2. Prompt detection, confirmation &
characterization of pathogens through VPD
laboratory capacity and networks
/ 2-3. Generating quality data for ensuring
continuous improvement of immunization
programme and strengthening overall health

system
2-4. Evidence-based decision-making and action

Strategic Objective 2
Managing Health Intelligence on Vaccine-

Strategic O Preventable Diseases & Immunization

Preparing for & Responding to
Public Health Emergency

3-1. Outbreaks or Resurgences of VPDs

3-2. Vaccine & Immunization Safety Events 7

3-3. Outbreaks requiring Immunization
Responses (e.g. Cholera outbreak)

3-4. Emergency affecting Immunization
Systems & Programmes

3-5. Others (e.g. Pandemic Influenza)
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Report from
Gavi, the Vaccine Alliance

Meeting of the Strategic Advisory Group
of Experts on Immunisation (SAGE)

Dr. Seth Berkley, CEO
22 March 2021, Geneva

O
Gavi@®) _
The Vaccine Alliance www.gavi.org
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‘Build back smarter’:
to accelerate progress on Gavi 5.0

A cross-Alliance movement for equity: In December 2020, Gavi
Board approved an additional $500M to advance our equity goals

S k A
W .9

Portfolio optimisation: A differentiated model balances our level of
engagement and level of ambition across Gavi implementing
countries

Innovating partnerships to increase impact in humanitarian
settings: MoUs developed with new partners with comparative
operating advantage

Innovating on demand: Reaching missed communities will require
"“ strategies to address hesitancy as well as service provision

SAGE March 2021 meeting
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Reaching all people with all vaccines, and providing a
pathway for other essential health services

Polio Malaria

« Ongoing revision of GPEI strategy- * Vaccines a cost-effective intervention
possibility to ensure alignment with
IA2030 and Gavi 5.0 « Critical to ensure access to all

« Zero dose agenda critical
convergence point between Gavi

and GPEI
o Emphasis on integration through
co-delivery of interventions in .
campaigns

0 Opportunities for further
collaboration on gender, demand

Immunisation showing remarkable resilience a year
Into the pandemic, remaining a global ‘best buy’

SAGE March 2021 meeting

potential tools in the fight against
malaria: continuous production of
RTS,S/AS01 secured through mid-
2023

MVIP fully funded, showing limited
impact from COVID-19 on 3-dose
coverage

How can malaria vaccines best
complement and accelerate
malaria control and child health
goals?





Measles cases (Lab+Epi+Clinical)
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Measles: addressing the immunity-gap legacy of
COVID-19 and preventing resurgence

130000
120000
110000
100000
90000
80000
70000
60000
50000
40000
30000
20000
10000
0

- COVID-19 impact

. * Reported measles cases plummeted
. in Q2 2020 (WHO) due to reduced

i surveillance capacity, possibly

- reduced contact rates

e Temporary decrease in
MCV1/MCV2 coverage

* 48 million children at risk due to
delayed MCV campaigns in 10 Gavi-
supported countries

Taking action against growing risk of
costly measles outbreaks

e Proactive catch-up vaccinations
through routine services

¢ Resumption of planned campaigns,
Month of onset including integrated activities where
[ B AFR OAMR O EMR B EUR H SEAR B WPR ] programmatically feasible

Opportunity to leverage COVID-19 pandemic and vaccine roll-out: enhanced surveillance, safety

monitoring, vaccine confidence to extend reach of system and catch up missed children
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Preparing for the next pandemic

* Ebola continues to resurface, now in DRC
(12 reported cases*) and Guinea (18 reported
cases®)

» Stockpile funded and increasing number of
doses available: can preventive use of
Ebola vaccines help us get in front of the
next outbreak?

« COVID-19 reinforces need for global
‘emergency-management’ measures

* Next pandemic difficult to predict; leveraging
CEPI, WHO and other efforts, Gavi preparing
‘living’ assessments of priority pathogens to
accelerate access to future vaccines if / when

needed
*As of 17 March 2021
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The COVAX Facility

315 M doses

Shipped from 237M doses allocated till

57 economies

Received doses of 190 confirmed and eligible

end-May? participants; >100 countries issued regulatory
authorisation for AZ or AZ-Sll in <1 month since EUL

Total resources mobilised for COVAX AMC in Further resources needed by June to

2020 and 2021 purchase additional doses and adapt portfolio

to deal with variants

7vaccine candidates
Have signed COVAX agreements; 3 MOUs
still to be converted to APAs

23 Bdoses

Secured or under negotiation in 2021, 1.6bB
through signed agreements

1 This total does NOT include 5% of supply set aside for Humanitarian & Contingencies Buffer, not yet approved by Gavi Board
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COVAX Buffer for humanitarian settings &
contingency provision in case of public health need

1. Ensure access to COVID-19 vaccines for high-risk populations in humanitarian

Subject to Gavi Board .
settings

approval, up to 5% of
COVAX Facility doses to: 2. Contingency provision to enable an emergency release of doses to meet public

health needs where normal vaccine allocation timelines may not be sufficient

* For use in humanitarian settings: mechanism of last resort

* Inclusion in national vaccination plans: first resort for covering all high-risk groups (irrespective of their legal
status) as per SAGE guidelines

33.4 M

individuals at high-risk from COVID-19 living in
humanitarian settings*

e Target populations: per Global Humanitarian Overview

* National governments obligation: access to COVID-19
vaccines for all people within their respective territory

* The IASC estimates there are 167 million people in humanitarian settings. Applying the SAGE guidelines to identify those at high-risk of COVID-19 (20%) equals 33.4 million. These numbers are highly
variable and subject to unexpected shocks (due to conflicts etc.). The demand-based Humanitarian Buffer is designed to expand or contract within the capped limit to respond appropriately
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COVAX Facllity Portfolio Overview

PRELIMINARY
COVAX Available Supply, Mn doses, 2021 and 2022
At least
Committed doses? Optional doses? 120 2,649
125
394
At least

The deal with Sl TBD? 2010
for a total of 1.1bn ™~ .

doses gives |
COVAX flexibility to 200 ||

order either 500

AstraZeneca or
Ndvavax vaccjnes
170 40 1,310
550
550
‘‘‘‘‘ ke a 7 Signed SANOFI v Secured Candidate Candidate Candidate  Total
AslraZeneca NOWANA EIO@CH dgals H @ NOWVAVAX, volumes A B C
Secured volumes from Secured volumes from Volumes under active negotiation
legally-binding agreements non-binding agreements with near-term agreement

1 “Committed doses” are doses that the COVAX Facility is required to purchase once a legally-binding agreement has been signed. “Optional doses” are
doses that the COVAX Facility has the option to make a firm order commitment for in the future, but is not required to purchase.

2 Building on the recently announced memorandum of understanding with Novavax, negotiations on the final terms of the agreement and the distribution of
volumes between Novavax and the Serum Institute of India are ongoing; updates will be published in due course.
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There are currently seven
vaccines in the COVAX
portfolio:

1. AstraZeneca:
ChAdOx1-S [recombinant]
("AzZD1222")

2. Novavax?:
NVX-CoV2373

3. SlI:
Covishield ("AzD1222")

4. Sl
Covovax ("NVX-CoV2373")

5. Pfizer:
BNT162b2

6. Janssen J&J:
Ad26C0OV2.S

7. Sanofi-GSK:
Recombinant Protein

UPDATED ON 22 MARCH 2021
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Delivery of COVAX participants and donors

31.5M doses shipped to 57 participants

M Participants that have received
doses through COVAX

COVAX, WHO COVID-19 dashboard [ Other COVAX participants and
donors
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COVAX roll out
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SARS CoV-2 variants can affect
transmission & vaccine protection

Five new variants...

Multiple medically significant
SARS-CoV-2 variants
identified

By country of first identification:

1. B.1.1.7 (United Kingdom)
2. B.1.351 (South Africa)

3. B.1.1.28.1 (Brazil)

4. B.1.526 (U.S. — NY)

5. B.1.427/B.1429 (US - CA)
Spread to multiple continents
Mutations to spike protein -
iImportant for SARS-CoV-2

ability to infect & an important
target for immune system

..with increased transmissibility...

Medically significant variants
appear more transmissible
than other variants

..are presenting challenges for

vaccines
Several vaccines less effective in
preventing symptomatic disease
from B.1.351

SAGE March 2021 meeting

New variants are
leading to complex
options, each with
challenges, for future
vaccine planning:

e Linearincrease in
coverage

e Substitution with new
vaccine

» Variant specific
boosters &
reformulation

» Boosters for waning
Immunity
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Aspirations for COVAX are shifting

At the start of COVAX

Provide 20% coverage to AMC based on )
(1) Limited global supply
(2) Targeting of high-risk groups

Looking ahead

Meet AMC country demand to use
vaccination to end the acute phase of
the pandemic

Several changes will help us to increase our effectiveness in the future

New and more rapidly introduced vaccine technology

No fault compensation / standardised ‘Indemnification and Liability’
Sovereign risk mitigation / financing

Pandemic labelling

Expanded & modernised cold chain

Country preparedness including regulatory

Increased manufacturing capacity & footprint

Expanding on the COVAX Partnership
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THANK YOU

www.gavi.org
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Considerations for COVID-19
vaccine efficacy endpoints

Saad B. Omer, MBBS, MPH, PhD
Director, Yale Institute for Global Health

(&) fons oot
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Some authorized COVID-19 vaccines

NVX-CoV2373

Gam-COVID-Vac

CoronaVac

BBIBP-CorV

chimpanzee adenovirus

Novavax, USA Recombinant protein subunit

Gamaleya National Research Center for Replication-incompetent human
Epidemiology and Microbiology, Russia adenovirus serotype 26 & 5*

Sinovac Biotech, China Inactivated virus

Wuhan Institute of Biological
Products/Chinese Center for Disease Inactivated virus
Control and Prevention, China

protein

Full-length
prefusion spike
praotein
Full-length spike
protein

Whole SARS-CoV-2,
CN02 strain

Whole SARS-CoV-2,
HBO2 strain

apart

5 pg; 2doses 21 days
apart

1011 viral particles;
2 doses 21 apart
3pg; 2 doses 14 days
apart

dyg; 2 doses 21 days
apart

SAGE March 2021 meeting

Saponin-based
Matrix-M

None

Aluminum
hydroxide

Aluminum
hydroxide

18 yrand older

18 yrand older

18 yrand older

18 yrand older

Vaccine Manufacturer, Country Platfarm Immunogen Dose, Dosage Adjuvant Age group Storage Estimated cost per dose
Full-length spike 30 pg; 2 doses 21 19.50 in the US, 514,70 in the European
BNT162h2 Pfizer-BioTech, USA RNA ] gth<p K None 16yrandolder .-80°Cand-60°C ; ] ] ; ) p
protein days apart Union, 523.50 in Israel with early shipment
15.0in the US, 518.0 in European Union
Full-length spike 100 pg; 2 doses 28 \ \ 3 ) '$_ _p !
mMRNA-1273 Moderna, USA RNA ] None 18 yrand older 2°Cand8°C  $23.50 in Israel with early shipment, $32-37
protein days apart
for some
Replication-incompetent human  Full-length spike  5x10410 viral
Ad26.CoV2.S Johnson & Johnson, USA P ) P . gt . None 18yrandolder ~ 2°Cand8°C  5$8.50inthe European Union
adenovirus serotype 26 protein particles; 1 dose
5x1010 viral
Replication-incompetent Full-length spike _ , .. $5.25in South Africa, $2.15in European
ChAdOx1 (AZD1222) |AstraZenaca/Oxford, UK particles; 2 doses 28 None 18yrandolder  2°Cand8°C

Union, $3.0 in the UK, $4.0in the US

PCand8°C 816

-18°C and below 510

$29.75 per company press release, $13.60in

2"Cand 8°C )
Indonesia

2°Cand 8°C

%‘ World Health
' %7 Organization
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Can these vaccines be compared to each other?

Rapaka et al. Clin Infect Dis. 2021;ciab213

Case
Definitions

&)

Force of
infection

Endpoints

*

Variants

SAGE March 2021 meeting
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Protocol specific definitions for COVID-19

Positive RT-PCR AND

0 Any 21 of: cough,
dyspnoea, or
clinical/radiographic
pneumonia OR

0 Any 22 of: fever, chills,
myalgia, headache, sore
throat, anosmia, or ageusia

GZ> BIONT=Cr FOSUNPHARMA

Positive SARS-CoV-2 NAAT
AND

0 Any 21 of: fever, cough
dyspnoea, chills, myalgia,
anosmia or ageusia, sore
throat, diarrhoea, or
vomiting

»& UNIVERSITY OF

AstraZeneca &7 OXFORD

Positive RT-PCR AND
0 Any 21 of: fever
>37-8°C, cough,
shortness of breath,
anosmia, or ageusia

) Beth Israel Lahey Health
gﬁe"‘"c““g" MUWON gt israel Deaconess Medical Center

Molecularly confirmed C-19
with:

0 Any 21 of fever (238.0°C),
sore throat, malaise, headache,
myalgia, Gl symptoms, cough,
chest congestion, runny nose,
wheezing, skin rash, eye
irritation or discharge, chills,
anosmia, ageusia, red or
bruised looking feet or toes, or
shaking chills or rigors

https://www.modernatx.com/sites/default/files/mRNA-1273-P301-Protocol.pdf; https://pfe-pfizercom-
d8-prod.s3.amazonaws.com/2020-11/C4591001_Clinical_Protocol_Nov2020.pdf;
https://www.jnj.com/coronavirus/covid-19-phase-3-study-clinical-protocol; Voysey et al. Lancet, 2021

{ &) World Health
&' 8.7 Organization 4
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Primary efficacy endpoint

mOderUQ m) Nofional inei tae of Heat G@Z> BIONT=Cr FOSUNPHARMA AstraZeneca &7 OXFORD
Any symptomatic COVID-19 Any symptomatic COVID-19 Any symptomatic
disease based on protocol disease based on protocol COVID-19 disease based
definition definition in those without on protocol definition

prior infection

Assessed separately for
with/without prior
infection

https://www.modernatx.com/sites/default/files/mRNA-1273-P301-Protocol.pdf; https://pfe-pfizercom-
d8-prod.s3.amazonaws.com/2020-11/C4591001_Clinical_Protocol_Nov2020.pdf;
https://www.jnj.com/coronavirus/covid-19-phase-3-study-clinical-protocol; Voysey et al. Lancet, 2021

SAGE March 2021 meeting
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Prevention of moderate or
severe COVID-19 disease

Moderate C-19 (Any 21 of:
RR>20/min, abnormal Sp0O2 > 93%,
pneumonia, DVT, or dyspnoea OR
Any 22 of: fever, chills/rigors,
cough, malaise, headache, myalgia,
Gastrointestinal symptomes,
anosmia/ageusia, or limb rashes)

Severe: 21 of: RR 230/min, HR =125
BPM,Sp02 <93% or Pa02/FIO2
<300 OR respiratory failure OR
shock OR organ failure OR ICU/CCU
admission OR death

2 World Health
&' % Organization 5
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Efficacy

modernO m) Nltlﬂmlmwnnh‘w of Health G 1Zei BIO ECH FOSUNPHARMA AStraZeneca ': E;)(”i\:(”)i)il) 909%%011-!90{“”0" .: " ’
Primary endpoint: 94.1% Primary endpoint: 95% Primary endpoint: 70.4% Primary endpoint: 66.1%
72%(US)
Severe disease: 100% Severe disease: 75% Severe disease: 100% Severe disease: 85.4%
Hospitalization/death: 100% Hospitalization/death: 100% Hospitalization/death: 100% Hospitalization/death: 100%

7 A

¢ % World Health
Baden et al. NEJM, 2021; FDA Briefing Document, Dec 10, 2020; Voysey et al. Lancet, 2021; FDA Briefing ‘u,‘_ﬁ:: Organization 6
Document, Feb 26, 2021 6
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Triggers for investigation™

m O d e r n O m) N'"'”"'"_‘”'*“”‘,"!f';‘ of Health

o Respiratory symptoms or

fever of any duration (cough,

dyspnoea, temp >382C)

o Defined C-19 symptoms 2
48 hrs (chills, myalgia,
headache, sore throat,
anosmia, ageusia,
rhinorrhoea, nasal
congestion, fatigue, nausea,
vomiting, or diarrhoea)

GZ> 3I0MT=CH FOSUNPHARMA

o Fever

o New or increased cough
o New or increased
dyspnoea

o Chills

o New or increased myalgia
o New ageusia/anosmia

o Sore throat

o Diarrhoea

o Vomiting

o A diagnosis of C-19
outside the trial

*Starting points for further investigation for COVID-19 using RT-PCR/NAAT

UNIVERSITY OF

AstraZeneca &7 OXFORD

o Symptoms of any
duration: tachypnoea,
dyspnoea, fever

o Additional CDC-
defined C-19 symptoms
lasting > 48 hrs: chills,
cough, myalgia, body
ache, headache, sore
throat, anosmia,
ageusia, rhinorrhoea,
nasal congestion,
fatigue, nausea,
vomiting, or diarrhoea

SAGE March 2021 meeting
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) E

Any >1 fever, sore throat,
malaise, headache, myalgia, Gl
symptoms, cough, chest
congestion, dyspnoea, runny
nose, wheezing, skin rash, eye
irritation or discharge, chills,
anosmia/ageusia, red or
bruised looking feet or toes,
Sp02 <95%, HR > 90 BPM,
neurological symptoms, skin
rash, confusion, bluish lips or
face, thrombosis, or clinically
suspected C-19

¢ .’}“ World Health
u,‘_'%_; Organization 7
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Other considerations

. Dose
Convenience Storage
schedule
=
Safety Cost
World Health
Rapaka et al. Are some COVID vaccines better than others? Interpreting and comparing estimates of (:_#_ Organirzigtai;n 8
efficacy in trials of COVID-19 vaccines. Clin Infect Dis. 2021;ciab213 8
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Platform description of vaccine
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CoronaVac® information
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CoronaVac™
HEEREERNITOE

> [NAME]
»Trade Name: CoronaVac®
» Name: COVID-19 Vaccine (Vero Cell), Inactivated

> [COMPOSITION]

» Active ingredient: Inactivated SARS-CoV-2 Virus (CZ02 s
train)
» Adjuvant: Aluminum hydroxide

¥ Excipients: disodium hydrogen phosphate dodecahydra
te, sodium dihydrogen phosphate monohydrate, sodium
chloride

> [DESCRIPTION]

»CoronaVac® is a milky-white suspension. Stratified
precipitate may form which can be dispersed by
shaking.

> [TARGET GROUPS FOR VACCINATION]
»Susceptible people aged 18 and above.

» [PRESENTATION]

»Each vial (syringe) contains 0.5 mL with 600SU of

inactivated SARS-CoV-2 virus as antigen.
CONFIDENTIAL
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CoronaVac® information O Coronavac-

MEABRABERETOEE
> [ADMINISTRATION AND SCHEDULE]

»Two doses should be administered for primary
immunization. The second dose is preferably given 14-
28 days after the first dose.

» CoronaVac should be administered by intramuscular
injection in the deltoid region of the upper arm.

? It has not been determined whether this product
— -i-]--![ﬂ.!.!f]f|.|.|JJII|I|| requires booster immunization.
B [SHELF LIFE]
, » 24 months

> [PACKAGE]
»Vial or pre-filled syringe. One vial or syringe per box.

» [STORAGE]

4 »Store and transport between +2-8°C, and protect from
light.

e

v
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Pre-clinical Study
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PRECLINICAL STUDIES-safety

P =S
=4l CoronaVac"
HEEREERNITOE

Summary of the studies

Studies performed by GLP compliant labs, results presented in the following slides.

Immunogenicity Mice, Rat
Efficacy Virus Challenge* Macaca Rhesus
. Mice, Guinea Pig, Rabbit, Rat,
Cross-protection test Sheep
Singe dose Toxicity/ Rat
Acute Toxicity
Active Systemic Anaphylaxis Guinea Pig

Repeat D°S9S. qumlty Rat, Macaca Fascicularis
(inc. local irritation)

Reproductive toxicity Rat

*, An animal model which has been successfully developed for COVID-19 vaccine
evaluation, including hCAE2 mice and Rhesus is employed
https://www.biorxiv.org/content/10.1101/2020.02.07.939389v3

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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GLP compliance

Virus Challenge test:

Institute of Laboratory Animal
Sciences, Chinese Academy of
Medical Sciences

»National Institution

Other safety tests:

JOINN Laboratories (Beijing)
»CFDA GLP Certified

»U.S.FDA GLP Inspected
»AAALAC Accredited

»OECD GLP Certified

»Korean MFDS GLP Inspected

» http://www.joinn-lab.com/
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PRECLINICAL STUDIES-summary safety results ¥ &

MEABRRBRNEAEE

Single dose and repeated dose toxicity

»No abnormal changes related to vaccination in those animals when given high dosage
vaccine was administered alone to otherwise healthy control animals.

Active Systemic Anaphylaxis

»>No allergic reaction was observed after the guinea pigs was injected with high dosage
vaccine intended for clinical use.

Reproductive toxicity

» There was no effect on the fertility of parental female and male rats, no toxicity and
teratogenicity of embryo fetus, and no effect on the growth and development of F1

generation pups.

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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PRECLINICAL STUDIES-virus challenge
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CoronaVac™
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EFFICACY DATA PRESENTING — Results of Virus Challenge test

Pathology

Severe interstitial pneumoniaMild interstitial pneumonia No
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H.E.x100

® Model: 2 cases (2/2) showed severe
interstitial pneumonia with Vascular and
peribronhial inflammatory cells infiltrate

® Adjuvant: 1 case (1/2) showed mild
interstitial pneumonia; 1 case (1/2) showed
Severe interstitial pneumonia with Vascular
and peribronchial inflammatory cells
infiltrate

Copyright © 2001-2020 Sinovac Biotech Ltd.

H.E.x100

® High dose group: 4 cases (4/4)
showed mild interstitial pneumonisa;
Compare with model group and
adjuvant group, the pulmonary
pathological change of vaccine groups
has been siganificantely reduced.

CONFIDENTIAL
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Significant
protective
effect observed
for medium
dose
vaccination

Significant
protective
effect observed
for high dose
vaccination

® Medium dose group: 4 cases (4/4)
showed mild interstitial pneumonia;
Compare with model group and
adjuvant group, the pulmonary
pathological change of vaccine
groups has been siganificantely
reduced.
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PRECLINICAL STUDIES ¥ rEE
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EFFICACY DATA PRESENTING — Results of Virus Challenge test

Group/day
64 L3 L3 i3 .
Y TN Medium dose 24 Significant protection
<chedul group g <2 <g 468 32214 Virus . effect is shown for
< < T . ° .
e(0,7.14) GMT 7 7 7 57 1T a3 1 challengeon”™ neutralizing antibody
ol K1 <8 | <8 12 48 D21-D23 no lower than 1:24
High dose K2 <8 <8 16 64
group K3 <8 <8 6 32
K4 <8 <8 6 64
/ / / 9.1 |=-hG:3-4
bup/da A 0d d Ac d Results and conclusion
E;; <g <g j : 16248 > High virus load in pulmonary tissue of model group after virus
Yo dose < < challenge.
2 dOSE group K23 <8 <8 6 : 48 > Compare with model group, Virus was not c!etected in pulmonary
5 64 tissue of medium dose group 7 days after virus challenge.
schedul K24 <8 <8 3 - » Compare with model group, Virus was not detected in pulmonary
e(o 1 4) / / 74 V1 70.8 tissue of high dose group 7 days after virus challenge.
r K17 <8 <8 16 1 128 > Pathological examination of pulmonary tissue is still ongoing.
0 00Se K1 8 < 8 < 8 1 6 || 256
group K19 < 8 < 8 4 [ 96
K20 <8 <8 <4 1| 64
6.7 1 119.1
Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Clinical Study
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3.1 Phase I/ll Clinical Trial

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Clinical Study Plan

+ Comprehensive study

+ The target population is 6 months old and
above, covering pregnant women and
people with preconditions.

¥

Post-

marketing CT

Phase I /II CT Adolescent
(3-17)
Elderly
(260) 0,28
Adult 0,28 PhaseI  Phasell
(18-59)
0,14,42/0,1 0,28,56/0,2 Phase Phase
46 m 8,6m I o 72 480
Ph Ph Ph Ph
e e e 2w s
72 300 72 300 422

744

Tolerance, Safety, Immunogenicity and Immune persistence

Convrinht © 2001-2020 Sinnvar Rintech | td

Phase I CT
Bridging
study
Phase II CT Ad”?:; ;")’e”y
Adult & Elderly
(>18) 0,14
0,14 1040
Brazil: 13,000

Turkey: 13,000
Indonesia: 1,620
Chile: 3,000

+Protective efficacy, +Non inferiority :

«Cross neutralization of commercial
effect and pilot scale
« Species differences «Cross
«Stability between neutralization
batches effect

Batch
consistency

Adult
(26-45)

0,28

1080

Stability
among
batches

Phase IV CT

Large scale safety

All ages

0,1,4;0,2,5
3 doses

Safety and Applications Study

CONFINDFENTIAI
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- FDA WHO Guidelines
» |CH GCP Guidelines
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Phase I/ll CT Data — Immunogenicity (Neutralizing antibody
of Wild Virus)

5 FINETE

CoronaVac™

MEABRRBRNEAEE

18~59 years 18~59 years > 60 years 3~17 years
0,14 procedure 0,28 procedure
: e 0,28 procedure 0,26 procedure 18~59 years 0,14 procedure 18~59 years 0,28 procedure =60 years 0,28 procedure  3~17 years 0,28 procedure
: ! ' i i i 1422
1204 ] [ : 128 : : : 86.4 a:—
98.3 c02 ! 1000 580880 | §1000 ; i g : =
1004 924983 041992 4 97.41000 ¢ 099, E BasloDl: g s : a1 : 120 499 i
i i ‘ i = 78 301 4 = : e :
80 1 I A T 32 238 ' ' '
7 1 ' ] E-] H H 1
' ' ' < ' ) !
' ' 1 =2 164 ) ] )
60 H ; : ] ' ' !
1 ' : 5 8 ) ) !
404 , ‘ H 2 ] , i
' ‘ i 44 ] , :
20+ : . : 5 20 20 1 20 20 1 20 20 E 20 20
' ' ! T ] ) L
Lo s o Mo M gl 518 S AE HEE
0 28 42 0 56 0 56 0 56 0 28 42 0 56 0 56 0 56
Days Days
mm 1200SU 1 600SU = 3008U = 1200SU == 600SU =1 300SU

» On the 28th day after immunization with different doses of vaccine by 0,14 and 0,28 procedures, the effective neutralizing antibody

seroconversion reached more than 94% in different age groups;

» The neutralizing antibody titers were higher in children and adolescents aged 3-17 years than those in adults aged 18-59 years

and elderly aged =60 years.

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Summary of Phase I/ll Clinical Trial S Coronavac-

MEABRRBRNEAEE

« The preliminary data of phase | and Il studies among the adults, the elderly and the adolescents
and children had been obtained.
« The results showed that the participants vaccinated with medium dose (600SU) and high dose

(1200SU) vaccines for 28 days, and then the positive seroconversion rate reached to over 94.1%.

The above studies showed that the medium dose, high dose and 0,14 and 0,28 procedures can produce a certain level of
protective antibodies. Considering the urgency of the current pandemic emergency vaccination, the medium dose (600 SU)
with the 0,14 procedure was selected to enter the phase Il clinical trial to explore the basic data of the body protection
effect in a short time.

NMPA conducted on-site inspections of the phase I/l clinical trials between November 24 and 30, 2020, and authenticity

complied.

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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3 3.2 Phase lll Clinical Trial (Pivotal Study)

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Study Design of Phase Il Clinical Trial = Coronavac”

MEABRRBRNEAEE

The same batch of vaccine (20200412) was carried out in different regions according to the same immunization procedure (0,14

procedure), which confirmed each other.

Turkey: start from Sept. 16" 2020 Consideration of clinical trial site selection
Subjects: Medical staff + General OSerious pandemic

population (1:10) OPopulous

Size: 13000, 18-59 years old »‘Q‘ OPossible differences of epidemic strains in

Subjects: Medical staff

Brazil: start from July 21st 2020

different regions

...... )b —~ ¢

Indonesia: start from August{{h, 020
j Subjects: General population" .}:j“"

Size: 13,060, 218 years old

Copyright © 2001-2020 Sinovac Biotech Ltd.

Size: 1620, 18-59 years old

Chile: start from November 27th, 2020

SO

Subjects: Medical staff + General
population (1:10)
CONF|DENT|;§LZ9: 3000, 218 years old

SAGE March 2021 meeting
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3 3.3 Phase lll Clinical Trial-Efficacy Data

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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16 study sites in Brazil trial-pivotal study U fatiiid

MEABRRBRNEAEE

»Universidade de Brasilia

»Centro de Pesquisas Clinicas do Instituto Central do Hospital das Clinicas da Faculdade de Medicina da
Universidade de Sao Paulo

¥ Instituto Israelita de Ensino e Pesquisa Albert Einstein

»Instituto de Infectologia Emilio Ribas

»Faculdade de Medicina de Sao José do Rio Preto - FAMERP

» Universidade Municipal de Sao Caetano do Sul

»Hospital das Clinicas da Faculdade de Medicina de Ribeirdao Preto da Universidade de Sdo Paulo
»Hospital das Clinicas da UNICAMP

»Hospital de Amor

»Universidade Federal de Mato Grosso do Sul, Nucleo do Hospital Universitario

»Hospital Sao Lucas da Pontificia Universidade Catolica do Rio Grande do Sul

»Universidade Federal de Minas Gerais

»Universidade Federal de Mato Grosso, Faculdade de Ciéncias Médicas, Hospital Univeristario Julio
Mdller.

»Universidade Federal de Pelotas, Faculdade de Medicina. Departamento de Clinica Médica
?Instituto de Infectologia Evandro Chagas - Fiocruz
»Hospital das Clinicas da Universidade Federal do Parana

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL

SAGE March 2021 meeting





Session3.2_Sinovac

W =IRRIE

Demographics characteristics of participants in Brazil = Coronalac:
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Vaccine (N=6195) Placebo (N=6201) Total (N=12396)

5879 (94.9%) 5885 (94.9%) 11764 (94.9%)

18~59 years

260 years

American

Diabetes

Obesity
Age, years
BMI, kg/m?
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o
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>
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o
—
@
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Black or African

American Indian or
Alaska Native

Underlying Disease
Cardiovascular disease

316 (5.1%)

2270 (36.6%)
3925 (63.4%)

4685 (75.8%)
1012 (16.4%)

329 (5.3%)
148 (2.4%)
11 (0.2%)

3441 (55.5%)
792 (12.8%)
218 (3.5%)

1386 (22.4%)
39.42 (10.7)
26.841 (5.1)

316 (5.1%)

2171 (35.0%)
4030 (65.0%)

4633 (74.8%)
1065 (17.2%)

319 (5.2%)
163 (2.6%)
13 (0.2%)

3484 (56.2%)
773 (12.5%)
197 (3.2%)
1403 (22.6%)
39.59 (10.8)
26.792 (5.3)

CONFIDENTIAL
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632 (5.1%)

4441 (35.8%)
7955 (64.2%)

9318 (75.3%)
2077 (16.8%)

648 (5.2%)
311 (2.5%)
24 (0.2%)

6925 (55.9%)
1565 (12.6%)
415 (3.4%)
2789 (22.5%)
39.50 (10.8)
26.817 (5.2)
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Study Plan of Phase Ill Clinical Trial S Coronavoc*
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Primary endpoint

*To evaluate the efficacy of whole course immunization for COVID-19 patients with clinical symptoms and

confirmed by RT-PCR after two weeks.

*To evaluate the safety of the vaccine within 7 days after each dose.

Secondary endpoint

To evaluate the efficacy on COVID-19 patients with clinical symptoms and confirmed by RT-PCR two weeks
after the first dose of immunization

To evaluate the efficacy on severe COVID-19 cases after two weeks of full-course vaccination.

To evaluate the safety of 28 days after vaccination.

To evaluate the efficacy on previously infected subjects after two weeks of full-course vaccination.

To evaluate the incidence of severe cases (evaluation of the possibility of VED)

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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COVID-19 Case Definition =4l Coronavac”

MEABRRBRNEAEE

Atypical symptoms Typical symptoms Nucleic acid PCR
Detection
Fever Shivering Pharyngalgia Cough
Nasal Body or Taste or
Fatigue congestion or musclg ain smell Positive
runny nose P disorders

Shortness of
Nausea or

Headache it Diarrhea breath
vomiting dyspnea

NMPA recommended definition: two atypical symptoms or one typical symptom lasting for more than two days
or COVID-19 imaging features + PCR positive = COVID-19 confirmed cases;

Protocol definition: any symptoms lasting for more than two days + PCR positive = COVID-19 confirmed cases

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Definition of moderate and above cases of COVID-19 8 CConavee-

MEABRRBRNEAEE

WHO clinical progression scale

Uninfected RNA Uninfected; noviral RNA detected 0
Asymptonmatic; viral RNA detected 1
Ambulatory lle Symptomatic; independent 2
disease
Symtomatic; assistance needed 3
Hospitalized: moderate Hospitalized; no oxygen therapy 4
disease Hospitalized; oxygen by mask or nasal prongs 5
Hospitalized; oxygen by NIV or high flow 6
: : o N > N >
Hospitalized: severe Intubation and mechanical ventilation,p0./FiO,2150 or SpO,/Fi0,2200 7
disease Mechanical ventilation p0,/FiO,<150 (SpO./FiO,<200) or vasopressors 8
Mechanical ventilation PO0,/FiO,<150 ( SpO,/Fi02<200) and vasopressors, dialysis, or 9
ECMO
Dead Dead 10
Copyrlg ht © 2001-2020 Sinovac Biotech Ltd. CO N‘M'DEPQ’TFFAIE on the Clinical Characterization and Management of COVID-19 infection. Lancet Infect Dis 2020 Aug;20(8):E192-E197
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Efficacy on the confirmed cases (Brazilian health care workers)
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Efficacy: Grade 6 and above cases (10934 subjects completed two injections and 9823 subjects entered the monitoring period)

Severe
26 Hospitalization/ ICU 100%
(95%Cl: 16.93,
Moderate 100.00)
4-5 Hospitalization
3 N er:d ical 83.70%
1eed meaica (95%Cl: 57.99-93.67)
intervention
p) Very mild 50.65%
No treatment required (95.38%Cl: 35.66, 62.15)
1 Asymptomatic
Wacg, a0
//;e ?\6
Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Efficacy on the confirmed cases in Brazil
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=4 CoronaVac”
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As of 16! Dec 2020, the
average follow-up time
after the 2" dose was
70.3 £ 25.6 days, and

the median follow-up

6 —
— Vaccine N=6195
— Placebo N=6201

s 5
=23
o 4
>
Q
O
o] 3+
D
E
s 2
S
=
E 4
[42]
=
©
E=2
-% 0 - \ \ \ \ \ \ \
& (0] 14 28 42 56 70 84 98

Time since first dose (days)

Number at risk
Vaccine n 6195 5719 5230 4870 4366 3817 2876
Placebo n 6201 5720 5200 4807 4273 3729 2793

Number of Cases n
(Incidence density/100 persons, year)

Case definition

Vaccine

! duration was 73.0 days.

1804
1749

Efficacy (%)
(95%Cl)

NMPA definition 85/4953(11.0) 168/4870(22.3)

50.7 (35.9, 62.0)

Protocol definition 80/4953(10.4) 170/4870(22.7)

SAGE March 2021 meeting
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Efficacy on different subgroups 9 Coronavac-

MEABRRBRNEAEE

Cases (n) / Monitored number (N)

Efficacy
Subgroups (95%C])
Vaccine Placebo
18~59 years old 83 /4741 164 / 4663 50.66% (35.75%, 62.11%)
A
ge group 60 years old » ) 212 41207 51.11% (-166.93%,

and above 91.04%)

Interval <21 days 77 /4184 149/ 4148 49.12% (33.01%, 61.36%)
between two
doses 21-28 days 8/769 19/722 62.32% (13.91%, 83.51%)
Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Number of I ncidance

Treatment . . Person year | rate (/100

symptomatic COVID-

Al 19 Cases

exposure person
year)

0 283.89 3.17
Coronavac 9 6559 0.14%

Placebo 0.92% 166.53 19.22

Incidance
Treatment |Number of hospitalized . Per son year rate (/100
Arm COVID-19 Cases exposure person

283.69 0.00
CoronaVac 0 6550 0.00%

Placebo 0.17% 166.51
—-_-

* Based on symptomatic and RT-PCR positive COVID-19 cases after 14 days and more after the 2nd dose

** Number of subjects after 14 days and more after the 2nd dose
*** Based on calculation person x year in the follow up period

SAGE March 2021 meeting
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83.50%

Cly, (65.42-92.12)

100.00%

Cl 5 (20.33-100.00)
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Cumulative Incidance

Treatment arm

—I 1 CoronaVac
—1Plasebo

[ CoronaVac-sansirlenmis
—|—F‘Iaseb0—sansurlenmi§

0,025

0,020

oees

i

- o

1

0,005

K dmillatif Insidans Hizi (%)
g

E

0,000

ilk Doz Sonras Takip SOresi (Gan)

o 10 20 30 40 S0 &0 YO 80 S0 100 110 120 130 140 150 160 170

Follow-up Duration After First Dose (Day)
*Symptomatic RT-PCR positive COVID-19 cases are included.

SAGE March 2021 meeting
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Kaplan-Meier
(Turkey)
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Efficacy against symptomatic COVID-19 cases in Indonesia ¥ & onavoc:

MEABRRBRNEAEE

A total of 1603 subjects in the Indonesian clinical trial have been completed with two doses of

vaccination and entered the monitoring period. The monitoring time is 75 days.

Efficacy after 14 days with two doses of vaccination
( Data as of January 11, 2021 )

Cases (n) / Monitored number (N)

Efficacy
Vaccine Placebo (95%Cl)
N=798 N=804
Total 7/798 18/804 65.30% (18.95%,85.10%)
Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Phase Ill CT Data- Batches consistency (Indonesia)
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Indonesia has carried out batches consistency study on three batches of vaccines.

Batch

Batch Batch
Placebo
20200308 20200412 20200419
V1 135 135 135 135 540
V2 131 134 132 133 530
V3 131 134 132 133 530
Time Batch 20200308 Batch 20200412 | Batch 20200419 -
. Parameter P value
point
GMT? 215.16 2234 222.26 0.384
V1 (95% Cl) (205.70 -225.05) (208.36 -239.52) | (209.08 - 236.27)
Median 200 200 200
Seroconversion
rate(%) 131 (100) 133 (99.25) 132 (100) 0.374
(95% C) (97.15 - 100) (95.89 — 99.87) (97.17 - 100)
Seroconversion rate 126 (96.18) 131 (97.76) 130 (98.48) 0.476
V3 n (%)
(95% Cl) (92.38 — 98.36) (93.62 — 99.24) (94.64 — 99.58)
GMT" 5093.78 5421.63 5032.34 0.898
(95% ClI) (4369.78-5937.59) | (4656.29-6312.77) | (4314.30-5869.76)
==TivE:3'4 5105.05 5787.62 5302.4

Study conclusion

There was no
significant
difference in
immunogenicity
among the three
batches of clinical
vaccines, and the
consistency was
good.

*) The comparison results after logarithmic transformation.**) ANOVA (F-test). F test
Note: V1=Post-vaccination: V3=14 days after 2"d dose of vaccination

SAGE March 2021 meeting
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3 3.4 Phase lll Clinical Trial-Safety Data

Solicited Adverse Events

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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B S RE

CoronaVac™

Phase Ill CT Data _ Safety (Brazil)

OThe overall incidence of adverse reactions was 77.10% in the vaccine group and 66.37% in the placebo group, with local and collective adverse

reactions as the main;
OThe incidence of local adverse reactions was 62.14% in the vaccine group and 35.32% in the placebo group. The incidence of systemic

adverse reactions was 58.45% in the vaccine group and 56.91% in the placebo group;
OThe most common symptoms were pain at the inoculation site, headache, fatigue and myalgia;
ODuring the monitoring period, there was no severe disease or VED in the vaccine group.

Solicited Local AE

Total AE
100 2710 M JVaccine group (N=6202)
< : 73.14 =Placebo group (N=6194) 80 M JVaccine group (N=6202)
80 66.37 62.14 . 60.88 5 =
~ R 58.45 59.96 3 “Placebo group (N=6194)
5 o 56.91 ® 60
g . 36.8335.76 @
é © 40 35.32 2 40 32.94
55 R
o
g5 %0 5820 600,13 45823 41958 4.0q 11
0 § S0 | - - -
g\;et:z?cl,lne;dverse Local Systemic Solicited Unsolicited Pain Swelling Pruritus Erythema Induration
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Phase Ill CT Data _ Safety (Turkey) U [l

MEABRRBRNEAEE

Adverse Event Incidence Rate

O Based on the safety analysis of 10,216 subjects, and the overall safety of the vaccine was

favorable. The most frequent adverse events were listed below.

O The incidence rate of fatigue and headache were 9.6% and 6.7% in the vaccine group,

pespegt'mgl\/
30 T

m\Vaccine m Placebo

N N
o ol

Incidencerate (%)
H
a1

96 10.1
10 L 9.3
6.7
4.1

ST 30 . 23 29 24 26 17 21
O 1 1

Pain at Fatigue Headache  Musclepain Fever Chilling Diarrhea

injection site
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. 2. ?E’T?E =
Phase |ll CT Data _ Safety (Indonesia) I52 Coronovc

100

9% A. AE after 1st dose vaccination - : :
o Wiy TOP mRER IR ) Interim analysis of Safety Data
70 60.5 .
60 coa 943 The overall safety of the vaccine in 540
46.7 .
50 382 subjects was favorable. From the
40 s74 316 333 beginning of vaccination to 28 days after
30 16. 8 178 P22 473 the two doses of vaccination, the
20 8 9 incidence of AEs in the vaccine group and
10 2500 0.40.0 the placebo group was 71.6% and 71.0%,
0 Overall adverse Solicited local  Unsolicited - o reSpeCtiVG'y. The incidence of adverse
events Grade 1 Grade 2 events  systemic events 2 Fatigue Fever Diarthea events after the first dose and the second
dose was 60.5% and 51.9% respectively.
100 The main AEs were grade 1, and the
T incidence of AEs after the 15t dose and 2
90 B. AE after 2"? dose vaccination . dose were 54.3% and 47.9% respectively.
80 W ety S0P m e orovP The main symptoms were pain at the
70 41 vaccination site, and the incidence of pain
60 519 after the first dose and the second dose
50 34 were 33.3% and 30.5% respectively.
40 33.1 30.530.1 During the monitoring period, there were
30 135 6 no severe cases of new coronary artery
20 10.80.5 I I I 6.3 disease and no VED.
10 1.81.5 15 0
0 — — —
Over:\l/lea:]t:;/erse Grade 1 Grade 2 Sol|g\|lt:r(]1tlsocal syg(l;;cztctlet/eednts Pain Fatigue Fever Diarrhea
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o FRINRIE

CoronaVac™

MEABRRBRNEAEE

3 3.5 Phase lll Clinical Trial-Safety Data

Unsolicited Adverse Events

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Phase |l Brazil safety Data- Unsolicited AEs U Fin

MEABRRBRNEAEE

Vaccine group Placebo group

(N=6202) (N=6194)
Category No. of No. of
No. of events subjects (%) No. of events subjects (%)
TotaI AEs 29041 5096(82.2%) 25619 4670(75.4%)
U'.‘S°".C'ted AEs related to 6213 2284(36.8%) 6151 2215(35.8%)
vaccination
Overall SAEs 3306 1648(26.6%) 3158 1546(25.0%)

« 2 subjects died due to SAE as of 16t" Dec, 2020
* No0.115957: cause of death cardiopulmonary arrest, from placebo group;

* No0.117245: cause of death suicide, from vaccine group.
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Phase Il CT Data- Safety L i
« The results showed that the safety of the vaccine was favorable, and the main AEs
were pain at the vaccination site, headache and fatigue. So far, no SAE related to
vaccine occurred.
« The safety results of phase lll clinical were similar to those of phase | / |l clinical trial
in China.

« No VED was found.
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o FRINRIE

CoronaVac™

MEABRRBRNEAEE

3 3.6 Phase lll Clinical Trial- Bridging clinical trials

Copyright © 2001-2020 Sinovac Biotech Ltd. CONFIDENTIAL
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Immunogenicity Data of Bridging clinical (Schedule 0,14) ] & oo

MEABRRBRNEAEE

Immunogenicity and non inferiority in commercial scale versus pilot scale for healthy adults aged 26-45

‘ Commercial scale ‘ Pilot scale ‘ Non inferiority Test
Positive rate (%) 93.23 90.73
95%Cl (89.38, 96.01) (86.41, 94.03) .
Non inferiority
GMT (1:X) 17.91 18.52
95%Cl (15.93, 20.13) (16.46, 20.83)

Immunogenicity and non inferiority in the elderly aged 60 and above compared with healthy adults aged 18-59

‘ Elderly ‘ Adult ‘ Non inferiority Test
Positive rate (%) 82.47 91.58
95%Cl (77.19,86.96) (88.79, 93.87) o
Inferiority
GMT (1:X) 11.82 18.21
95%Cl (10.50, 13.30) (16.74, 19.80)

The immunogenicity of the pilot scale and commercial scale vaccines comply with the non inferiority standard, but the
immunogenicity of the elderly was slightly lower than that of the adults, which did not comply. It suggested the schedule 0,28
shall be considered for elderly which can achieve higher antibody levels.
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B S RE

CoronaVac™

Bridging clinical _ Cross neutralization

Neutralization NEUIEIZITE P
. o ; antibody The cross neutralization test was performed on 11
Strain Code antibody

GMT(1: X) Seroconvers strains of isolates from different countries with
lon rate immunized human serum of COVID-19 Vaccine (Vero

[\[oR

CZ02 (Vaccine Zhejiang . Cell), Inactivated (CZ02 strain). The positive rate was
! strain) (Taizhou) D S 33.7 98.8% between 80%-100% and GMT (1:) of serum antibody
2 W2ZL Beijing (Xinfadi) G L 17.9 98.8% titer between 9.3~46.7. After immunization with
Zhejiang COVID-19 vaccine, there was a good cross reaction
3 WGF (Wenzhou) D S 46.7 100.0% between serum and all strains.
4 )Y Britain D L 15.4 97.5%
5 SSH Swizerland G L 21.4 97.5% ® Recently, the Institute of zoology, Chinese Academy
: . of Medical Sciences and CDC of Guangdong
6 JWL America D S 21.0 100.0% Province have conducted cross neutralization
7 ZYF Italy G L 20.6 97.5% evaluation on the sera of vaccinated patients with
. British and South African strains respectively. The
8 HAC Italy G L 9.3 80.0% evaluation results show that the human sera
9 HJL Italy G L 17.2 98.8% immunized with vaccines can effectively neutralize
, . the mutated virus strains imported from Britain and
10 ZXz Spanish G L 156 91.3% South Africa, and the neutralization effect is lower
11 QHF Spanish G L 14.9 96.3% than that of domestic virus strains.
12 NOOR Afghanistan D S 11.4 86.3%
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s - BN

Summary of Phase lll Clinical Study E=2 Coonavac

+ 600SU with the schedule 0,14 was vaccinated by emergency use procedures in the
three countries, it showed good safety without vaccine enhancement disease (VED).

» The overall efficacy of the schedule 0,14 in phase lll clinical trial of the emergency use
was 50.65%, 83.50%, 65.30% in Brazil, Turkey and Indonesia, respectively.

* According to the comprehensive analysis data of clinical trials in Brazil, the efficacy on
mild cases need medical care was 83.70%, and the efficacy on hospitalized and
severe cases was 100%; according to the data of clinical trials in Turkey, the efficacy

on hospitalized cases was 100%.
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o FRINRIE

CoronaVac™

MEABRRBRNEAEE

Emergency Use
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Emergency Use Approval B=2 Coronavac:
— E
Zimbabwe
Brazil Columbia
L] *
B
indonesia Djibouti
Chile Mexico
mm — C
.|
Dominica Uruguay Cambodia Turkey
— CoronaVac has been approved by 27 authorities in the world.
Paraguay
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» + BV SN
EmergenCy Use / Coronovgc'“

MEABRRBRNEAEE

« From April 14, 2020 to March 20, 2021, CoronaVac® has been inoculated for around 70 million doses,
among which 40 million doses used out of China.

- According to the AEFI data from Chinese CDC on 5" Feb, 2021, the safety of the vaccine is favorable.
— 4,240 cases of suspected adverse reactions were reported. The incidence of AE was 35.93/100,000 .
— There were 46 cases of SAE (the incidence rate was 0.39/100,000, accounting for 1.08%)
- There were 4,194 cases of general AEs (the incidence rate was 35.54/100, 000, accounting for 98.92%)

+ Large vaccination campaign of CoronaVac® has been initialed in Brazil (10 million doses used), Turkey
(13 million doses used), Indonesia (7.35 million doses used), Chile (7.77 million doses used), Uruguay
(0.26 million doses used), Philippines (0.17 million doses used), etc.
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SARS-CoV-2 Variants of Concern

Boris Pavlin, MD MPH FACPM CIC
Acting Unit Head, Field Epidemiology Support
WHO Health Emergencies Programme
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Continuous evolution of SARS-CoV-2

Genomic epidemiology of novel coronavirus - Global subsampling

] * Emergence 3x VOCs

L - ccontemporaneously with the
... . : a local surges in cases

R e Concurrently continued:

— Non-VOC transmission

— Detections and studies shedding
light on new variants of

P~
semEmmi?
BREX3R>Y

L e T g

interest/concern
501Y.V2
501Y.V1
501Y.V3
\VV/@ World-Heqlth https://nextstrain.org/ncov/global IHEEAMTEHRGENCIES
W&®Y Organization : : —
T
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Continued geographic extension & progression of 3x VOCs

Countries/territories/areas reporting lineage B.1.1.7 Countries/territories/areas reporting lineage P.1
(situation as of 16 March 2021) (situation as of 16 March 2021)
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Increased transmissibility

Modelled proportion of VOCs over time and change in R in countries of first detection (WHO internal analysis)

. ~ Brazil (P.1 South Afri B.1.351 United Kingd B.1.17
Change in R ” +11°/[,a[Z7|°/£- 1%;%] 3%6% [33%-40%]) m»fn%";% gonj ‘(12%] )
relative to all 1.00 1
other variants

0.75

Proportion VOC
&

0.25

0.00 ' i . Data source: GISAID

Oct Jan Apr Qct Jan Apr Oct Jan Apr
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Organization EMERGENCIES

programme

SAGE March 2021 meeting





Sessionda.1_Pavlin

B.1.1.7, 201/501Y.V1, VOC202012/01

First detected by United Kingdom

First appearance 20 September 2020

Key mutations H69/V70 deletion; Y144 deletion; N501Y; A570D; D614G; P681H;
§106/G107/F108 deletion in NSP6

Transmissibility* Increased (36%-75%), increased secondary attack rate (10% to 13%)

Severity* Possible increased risk of hospitalization, severity, and mortality

Neutralization capacity* Slight reduction but overall neutralizing titers remained above the levels
expected to confer protection

Potential impacts on No significant impact on Moderna, Pfizer-BioNTech, and Oxford-
vaccines* AstraZeneca

Potential impacts on S gene target failure. No impact on Ag RDTs observed
diagnostics*

Countries reporting cases 118

as of 16 Mar

NS01Y

HB69-V70

“

P681H

HE9-VT70

-

P681H
Key mutations in
the B.1.1.7 spike

https://www.nytimes.com/interactive/2021/health/coro
navirus-variant-tracker.html

*Generalized findings as compared to non-VOC viruses. Based on emerging evidence from multiple countries, including non-peer-
reviewed preprint articles and reports from public health authorities and researchers — all subject to ongoing investigation and
continuous revision.
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Countries/territories/areas reporting lineage B.1.1.7
(situation as of 16 March 2021)
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B.1.1.7: transmissibility and replacement

o Steady replacement by B.1.1.7
« Transmissibility higher in nearly all countries (Increase in R, for B.1.1.7 to that of non-VOC generally between 20% - 60%)
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Trends in select countries reporting high rates of B.1.1.7

e QObserved declines in the United 1000
Kingdom, Portugal, and Ireland where 750

PHSM have reduced transmission 5 J\AM - rJ JJ

 Combination of vaccine impact and
PHSM driving continued decline in
I S ra el 2020-01 2020-07 2021-01

 Countries in Eastern Europe as well

750
as France are seeing sharp resurgence 1000
. 500
in number of cases : fsler -
250 J_/V 500
o
2020-01 2020-07 2021-01 2020-01 2020-07 2021-01 o

Proportion of B.1.1.7 by region

—(- SouthAmerica =~ Europe-UK —( Oceania —()- NorthAmerica Global (O~ Asia —(- Africa —( 4

1000

Smoothed new cases per 1M population

Smoothed new cases per 1M population

1000
100
g ; :
< 80 Portugal United Kingdom
g 500
£ 604
b=y
£
o
- 40
2
g 20 g
E s 2020-01 202007 202101 202001 202007 202101
b — Date of report
20001102 2020-11-23 2020-12-14  2021-01-04 2031-01-25 20210215 2021-03-08 Data toker from COVID Inte) detobass on a2 0n22.

The lines and associated text show the trend in incidence of COVID-19 cases.
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B.1.351, 20H/501Y.V2, V0C202012/02

First detected by South Africa
First appearance Early August 2020 K417N
Key mutations L242/A243/1244 deletion; N501Y; D614G; E484K; KA17T;
$106/G107/F108 deletion in NSP6
Transmissibility* Increased [1.50 (95% Cl: 1.20-2.13) times more transmissible than
previously circulating variants]
Severity* No impact reported to date, no significant change in-hospital mortality
N501Y —GESEeE
Neutralization capacity* Decreased, suggesting potential increased risk of reinfection el DO R N501Y
KA 17N — ... NN
Potential impacts on Reduction in the neutralizing activity, but impact on protection against
vaccines* disease or relative importance of other immune response mechanisms

(e.g., T/B-cells), not fully known. Potentially decreased based on small,
prelim studies.

Potential impacts on None reported to date. FEY SIEEaDS I

. ey the B.1.351 spike
diagnostics (top view)
Countries reporting cases 64
(community transmissions) https://www.nytimes.com/interactive/2021/health/coro
as Of 16 Mar navirus-variant-tracker.html

LAARRN WAL 11 el HEALTH

*Generalized findings as compared to non-VOC viruses. Based on emerging evidence from multiple countries, including non-peer- EMERGENCIES
reviewed preprint articles and reports from public health authorities and researchers — all subject to ongoing investigation and programme

continuous revision.
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Countries/territories/areas reporting lineage B.1.351
(situation as of 16 March 2021)
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Trends in countries reporting high rates of B.1.351

Observed declines in incidence, hospitalizations,
deaths in South Africa and most neighbouring
countries

Implementation of PHSM has reduced transmission

B0

50

40

30

20

10

0
202

Proportion of B.1.351 by region

- SouthAmerica

~ Europe-UK

~+ Oceania

7 NorthAmerica
Global

- Asia

- Africa

-+ Europe-noUK

Smoothed new cases per 1M population

New cases per 1M population

200
Botswana Mozambique Namibia
100
. —_/__f\

200

South Africa Zambia Zimbabwe
100

0 P P )\

2020-01 2020-07 2021-01 2020-01 2020-07 2021-01 2020-01 2020-07 2021-01
Date of report

Data taken from COVID Intel database on 2021-03-16.
The lines and associated text show the trend in incidence of COVID-19 cases.

. W SN
1 0 e ——
0-10-05  2020-11-09 2020-12-14  2021-01-18  2021-02-22
Date
77N World Health
(g, World Healt

WYY Organization

HEALTH

EMERGENCIES

programme

SAGE March 2021 meeting





Sessionda.1_Pavlin

B.1.128.P.1, 20J/501Y.V3

First detected by Brazil / Japan
First appearance December 2020 S
Key mutations N501Y; D614G; E484K; K417N; S106/G107/F108

deletion in NSP6
Transmissibility* Increased, more transmissible than previous circulating

variants
Severity* Under investigation, limited impact NSO1Y — S ;

fanak G S S S S,

Neutralization capacity* Decrease, reinfections reported K417T
Potential impacts on vaccines* Under investigation

Potential impacts on diagnostics* None reported to date " .
ey mutation

in the P.1 spike
. . (top view)
Countries reporting cases 38
as of 16 Mar https://www.nytimes.com/interactive/2021/health/coro
navirus-variant-tracker.html

*Generalized findings as compared to non-VOC viruses. Based on emerging evidence from HEALTH
multiple countries, including non-peer-reviewed preprint articles and reports from public EMERGENCIES
health authorities and researchers — all subject to ongoing investigation and continuous programme

revision.
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Countries/territories/areas reporting lineage P.1
(situation as of 16 March 2021)
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Trends in countries reporting high rates of variant P.1

* Incidence rates in Brazil remains elevated, and increasing in New cases per 1M population
Peru 200
* These countries have highly heterogenous epidemiological
patterns, and the relative contribution of variant P.1, as wellas ~ _ 200 s B
R . =) '
potential impact on the effectiveness of PHSM and g
countermeasures requires further investigation. g A
=
: , 2 o
i Proportion of P.1 by region o g oo ST =T
- Europe-UK E
% . ~_ Oceania g 300
:‘? {7 NorthAmerica E
E Global é 200
E 204 (- Asia @ i
E —"J}— Africa 100
E 104 ~ Europe-noUK
E
s 0
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70 10 R P f Date of report
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From Signal to VOI/VOC

Detection

Assessment:
By Lab + Epi Pillars,
with input from the VEWG

Surveillance
using EBS, global databases and IHR notifications

Global tracking,
Review information, verify signals, share with technical InveStlgate Of phenOtyplc lmpaCtS;
teams, enter information in the variant database Communication
Collaboration: o e ountries/territories/areas reporting lineage B.1.1.7

ion as of 16 March 2021)

Analysis, interpretation and
generation of outputs
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Working definitions and actions

Variant of interest (VOI):

» A SARS-CoV-2 isolate that is phenotypically changed compared to
a reference isolate or that has a genome with mutations that lead
to amino acid changes associated with established or suspected
phenotypic implications; AND has been identified to cause
community transmission/multiple COVID-19 case clusters, or has
been detected in multiple countries;

OR

* is otherwise assessed to be a VOI by WHO in consultation with
the WHO SARS-CoV-2 Virus Evolution Working Group (VEWG).

1. Phenotypic changes include changes in the epidemiology, antigenicity, or virulence or
changes that have a negative impact on diagnostics, vaccines, therapeutics or public health
and social measures. WHO will provide guidance on amino acid changes with established or
suspected phenotypic implications, and may be informed by a database on key amino acid
changes, or as reported in the scientific literature.

2. See WHO Public health surveillance for COVID-19: interim guidance for definitions

Actions for potential VOls:

e Member States:

— Inform WHO of VOI-associated cases (person, place, time,
clinical and other relevant characteristics) through established
WCO and RO channels/networks.

— Submit full genome sequences and metadata to public database

— Perform field investigations to improve understanding of the
potential impacts of the VOI (epidemiology, severity, effectiveness
of countermeasures, or other relevant characteristics).

 WHO:

— Assessment by WHO SARS-CoV-2 VEWG. If meets criteria, and if
meets criteria, designation as VOI.

— If determined necessary, coordinate lab investigations with
Member States and partners.

— Monitor global spread of VOI.

SAGE March 2021 meeting
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Working definitions and actions

Variant of concern (VOC): Actions:

» AVOI (as defined above) that, through a * WHO, fora p°te'.1t'al VOC:. . o
. — Assessment against global risk, and if meets criteria, designation as VOC.
comparative assessment, has been

] ) — Assessment by VEWG and, if determined necessary, coordinate lab investigations with Member St
demonstrated to be associated with: Partners.
— Increase in transmissibility or change in the Conduct rapid risk assessment as warranted.
epidemiology; — Communicate new designations and findings to Member States and public
— Evaluate WHO guidance (... vaccine formulation, etc.) and update, if necessary.

— Increase in virulence or change in disease
presentation; or

— Decrease in effectiveness of available * Member States, if a VOC is identified:
diagnostics, vaccines, therapeutics, or public — Report initial cases/clusters to WHO through IHR mechanism.
health and social measures. — Submit complete genome sequences and associated metadata to a publicly available database.

— Where capacity exists and in coordination with the international community, perform field investig:
improve understand of the potential impacts of the VOC on COVID-19 epidemiology, severity, effec
of countermeasures, or other relevant characteristics.

lobal risk ional authoriti desi — Perform laboratory assessments on the impact of the VOC on diagnostic methods, immune respon
FOC'US On global risk. National authorities may designate  antibody neutralization or other relevant characteristics, when such lab capacity is available.
variants of local interest / concern

HEALTH
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Continuous signals of newly emerging variants

* 30 signals of potential VOIs/VOCs have been detected/reported to date:
— 3 have been designated VOCs
— 3 have been designated VOlIs:
 VOI B.1.525
* VOIP.2
 VOI B.1.427/B.1.429 or 20C/L452R
— 3 have been assessed, but insufficient evidence to conclude at this time on potential ongoing
risk
— 2 have been discarded but may be revisited if new info arises.
— 17 pending assessment.

HHHHHH

EMERGENCIES

programme
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VOI B.1.427/B.1.429 (CAL.20C/L452R)

« First detected in California, USA, contemporaneously with local case surge. Modelled proportion of VOI B.1.427/429 over time and

: : . h in R relative to all oth iants, California and USA
* Spans two lineages, sharing several key mutations — focus on L452R. Also CRANGE IN 1 TEIATIVE T . FTner vananits, ~airomiaan
. . . . (WHO internal analysis)
found in other variants circulating elsewhere.

. . . . California USA
* (Contributed a substantive proportion of COVID-19 cases in recent months: +19% [19% - 20%] +14% [13% - 14%]

1.00 ! !
— Predominantly circulating in California, USA : '
— Since identified in most U.S. states, gradual increasing nationally.
— Detected in at least 26 other countries (mostly travel-related). 0.75

o Early indications of:***

— Increase in transmissibility: elevated Rt and SAR (but lessor to other VOCs)

— Slight reduction in neutralization for sera from vaccine recipients or convalescent sera
from previously infected individuals (levels similar to B.1.1.7)

— Reduced pseudovirus neutralization with Bamianivimab — suggesting impact on
effectiveness of this monoclonal antibody, prompting decisions reprioritization of
therapeutic distribution in some US states.

e WHO classified as a VOI. USA classified as local VOC. 0.00

0.50

Proportion B.1.427/B.1.429

0.25

Jul Oct Jan Apr Jul Oct Jan Apr
Data source: GISAID

*** NB: Prelim info, incl. in vitro studies, pre-prints and small cohorts,
subject to ongoing reviews of evidence.
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To be reviewed. Consider
Areas requiring attention consolidating with latter slide.

e PHSM vs. VOCs:

— Control over VOCs has been successful under strict PHSM
— Epidemiological impacts of VOCs as restrictions are lifted remain uncertain
— Requires caution and careful calibration of PHSM

 Mechanisms for global tracking of VOCs:
— Heavily bias toward countries with strong genomic capacity uploading data to public databases (e.g. GISAID)
— Do not capture proxy detection methods employed by some countries (e.g. SGTF), variably used

— Outside of public sequence databases and associate systems (e.g. Pango, NextStrain), lacking mechanisms for systematic global
surveillance of VOCs

— Need for surveillance/sequencing prioritization strategy e.g. augmented sentinel sites vs. wider geographic representation, inputs
into systematic sampling strategy to detect usual trend

— Need for more systematic methodological approaches to assess phenotypic impacts
— Many countries without capacity to undertake robust studies

« Rapid evolution of new potential VOIs, and convergences of similar mutations — assessments currently limited to those of
“greatest” concern

7 T

{ R N World Health HEALTH
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T
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Concluding remarks

 VOCs to date have demonstrated adverse factors related:
— Increased transmissibility common factor to date (but should not be exclusive)
— Some (but varied) evidence of impacts on severity or countermeasures,
— Variability in methodological approaches, challenges interpretation
— But additional studies are needed to fully understand these impacts

e PHSM must continue to be informed by traditional epi parameters:
— PHSM applied have been successful in countries with VOC circulation — evolving picture

— All countries need to assess their level of local transmission and apply appropriate prevention and control
activities, including adapting PHSM as per WHO guidance

— Adjustments should continue to be informed through epi tracking, irrespective of VOC circulation

World Health EMERGENCIES

Organization —

SAGE March 2021 meeting
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WHO resources and updates

Resources
e COVAX Statement on New Variants of SARS-CoV-2
e SARS-CoV-2 genomic sequencing for public health goals: Interim quidance, 8 January 2021

» Genomic sequencing of SARS-CoV-2: a quide to implementation for maximum impact on public health
* Q&A on Coronavirus disease (COVID-19): Virus Evolution

Updates
* Disease Outbreak News - SARS-CoV-2 Variants- 29 December 2020
 Weekly Epidemiological Updates — From 12 January to date

HHHHHH
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COVID variants and the vaccines’ efficacy
against new variants

Dr Kate O’Brien — WHO, Director, Department of Immunization, Vaccines and Biologicals
obrienk@who.int | 23 March 2021
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Varidnts are of concern for vaccines optimization and impact PATARS Oz AT

Original virus Novel variant with
mutations

Natural mutation
and selection
process

I

™~ Original spike protein . Spike protein with
mutation

The likelihood of the virus mutating increases when a virus is widely
circulating in a population

Mutations in the spike protein on the virus surface, may have impacts on
infectiousness and immune system detection

SAGE March 2021 meeting

Possible effect of mutations

Higher transmission
Increased disease severity

Reduced protection by
vaccination or prior COVID-19
infection

Reduced therapeutic efficacy
Reduced diagnostic sensitivity

In the fight against COVID-19,
there is a need for

Virus variants surveillance
Risk monitoring and evaluation

Design of clinical trials or real-
world evidence studies

Possibly variant-specific vaccines
or booster shots





Session4a.2_OBrien DATA AS OF 22 MAR

There are currently three variants of concern

Variants of concerns are defined by
WHO by their transmission, disease
severity or impact on COVID-19 counter
measures

Evidence supports ongoing use of
existing vaccines — with some concerns
about B.1.351 vs. some vaccines

VOC 202012/01 (available data still incomplete)

(first identified
in the UK)

The preliminary findings highlight the
501Y.V2 or B.1.351 urgent need for a coordinated

(first identified in approach for surveillance and

South Africa) evaluation of variants and their

potential impact on vaccine
P.1 (flrSt identified in Brazil) effectiveness

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situationssep@rdish 2021 meeting 4
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Variants and Vaccines: Evidence Considerations

1. Public health importance of VoC
> Impact on transmission
> Impact disease severity
> Capacity to infect/lead to disease in people with COVID history

2. Vaccine performance
»  RCT in relation to protection from mild/moderate/severe disease (with focus on the latter)
»  Observational data

3. Indirect evidences
»  Cross-neutralization capacity
Cell mediated immunity
Animal models
Molecular structural characteristics

YV V V

i .': \
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Types of evidence gathering on SARS-CoV-2 variants and vaccine performance

Hierarchy
Strength of evidence

Vaccine (human)

¢ disease
RCT Clinical e infection
Outcomes ! et
Vaccine (human) e disease
Observational : i
¢ infection

Clinical Outcomes

VEleh LG EI RS o Neutralization
Immunogenicity e T-cell assessment

Natural Infection e Neutralization
(human) e T-cell

JUCIIRTVIIOR © Vaccine impact Neutralization Assays:
e Monoclonal antibodies
e Methodology
Structural and ® CrOSS'Iab Standardization

Molecular Evidence
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COVIR-19.Vaccine and SARS-CoV2 variants of concern
Data are growing but remain incomplete

(Lab: Ab neutralization and T-cell)

Availability of Evidence (22 mar 2021)

Vaccine B 1.1.7 B 1.351 P1
(original report UK) (original report SA) (original report Brazil)
AstraZeneca 4 1 3 1 3 Media 1
only
Bharat 1
Gamaleya
J&J Pending 1* Pending
Moderna 5 8 4
Novavax 1 1 Media Pending
only
Pfizer 3 10 13 6
Sinopharm 1
Sinovac 1
Anhui 1

. . . . SAGE h2 ting . . . .
* FDA/VRBPAC Evidence on protection against severe disease, hospitalization and deaths are especially limited
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Performance against B.1.1.7 (variant first identified in the UK)

PRELIMINARY Reduction of Clinical Clinical efficacy | Clinical efficacy/ness
neutralizing activity efficacy/ness against criteria
in laboratory assays against variant non-variant
None-3.9x 61 - 90% (effectiveness) 95% Symptomatic, hospitalization
[3,5,9,10,13,18,21,23,28,36] [1, 17, 38]
None-2.3X - 94.1% -
[6,20,9,28,33] '
1) 73% (symptomatic ds) 0 1) Symptomatic,
2.3-9X 1) 84% ;
5.7.36] 2) 26.5% (NS; asx infn) 2) 75% 2) Asymptomatic/unknown
[1,7, 14, 25]
- ) 91.6%
- ) 2% )
2.1x 85.6% 89% Symptomatic
[20] [Press/Media: 3,16]
Sinopharm _ - 79 - 86% -
- ) 50.4% )
No reduction - 81%1! -
[43] SAGE March 2021 meeting

1. Interim analysis of phase lll clinical efficacy
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Performance against B.1.351 (variant first identified in South Africa)

Reduction of Clinical efficacy against| Clinical efficacy Clinical efficacy
PRELIMINARY neutralizing activity in variant against non-variant criteria
laboratory assays
3X-42X - 0 -
[5,9,10,12,13,21,23,28,29,34,40,45] 95 /O
S ' 94.1% ]
[9, 24,28,29,31,44,45]
2.5-31x / undetectable | 10% (NS; mild/moderate Mild & moderate
[5, 15, 36] o [15] ) 62-90%
- - 91.6% )
64% (moderate/severe) Moderate to severe
pending 82% (severe) 12% Severe
[FDA/VRBPAC, press reports 19, 26]
60% (HIV-: mild/moderate) 1) Mild, moderate &
pending 499, (including HIV+; mild, moderate) 89% severe, 2) severe

100% (severe)
[39 with press 2, 16]

Sinopharm 1[1?])( - 79 - 86% i
- - 50.4% i
Anhui 1[1?])( ) ) _

SAGE March 2021 meeting
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Performance against P.1 (variant first identified in Brazil)

PRELIMINARY Reduction of neutralizing Clinical Clinical efficacy | Clinical efficacy
activity in laboratory efficacy against| against non- criteria
assays variant variant
2.6X-6.7X - 05% -
[5,9,10, 12,13, 29]

2.8x-4.5x - 94.1% -

[9,24, 29,33] '
2.9X . 62-90% ]

[5]

- - 91.6% )
- - 72% i
- - 89% i
Sinopharm - - 79 - 86% i

Full loss (preliminary study)
[22]

- 50.4% i

SAGE March 2021 meeting





CeP2%9 Vaccine and SARS-CoV2 variants of interest
Data are extremely limited

(Lab: Neutralization and cellular)

Availability of Evidence (22 mar 2021)

B 1.525 B 1.427/B.1.429 P.2
(original report) (original report) (original report Brazil)

AstraZeneca Media
only

Bharat
Gamaleya
J &. J EDA-

VRBPAC,;
SAGE

Moderna 2 1
Novavax

Pfizer 1 1
Sinopharm

Sinovac
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MRRACOVID Vaccines: Gradient of impact by variant and dose

Cell

Study
> 1 or 2 doses mRNA vx

» 10 variants assessed
Findings

» P.1 and B.1.351 limited neutralization
by vx-induced humoral immunity
» Mediated by RBD mutations

» 2-dose retains activity across broader
range of variants

SAGE March 2021 meeting
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RéglTatory guidance to evaluate vaccines for
SARS CoV-2 variants is already available

e Regulators have rapidly developed guidance on evaluation of changes,
if needed, to SARS CoV-2 vaccines

e US FDA, the EMA and the ACCESS consortium (Australia, Canada,
Singapore, Switzerland, UK) have published guidance;

¢ XY World Health
_ : &R Organization
e WHO publishing guidance for PQ/EUL assessments S gl

e Key features of guidance shared during the development process in
vaccine cluster (EMA, FDA, HC, WHO), ICMRA and WHO R&D Blueprint

meetings
e High level of alignment between regulators on key features

e All guidance’s will be “living guidance” to be modified, if needed, as our
knowledge of variants increases

SAGE March 2021 meeting





Variants and Vaccines: Policy Considerations

1.  What evidence, and framework should be used for assessing data on VOC and vaccine recommendations ?
—  WHO establishing a framework for consideration
—  Hierarchy of evidence
—  Quality of evidence

2. What degree of performance reduction should influence policy ?
—  How does the TPP relate to use of existing or new vaccines with variants as a sub-category of performance?
— At what point might a vaccine no longer be recommended?

3. Should vaccine access and alternatives be a consideration?
— Do questions on performance vary according to vaccine access?
—  Comparisons between vaccines or against no vaccine?

4. What research is needed ?
—  Product, by VOC, for disease AND asx infection outcomes
—  (larity and standards to guide manufacturers on methods (immunogenicity, strains, clinical definitions, study methods esp. for observational studies)

&) World Health
&)
N % 14 Organlzatlon SAGE March 2021 meeting





The coordination mechanism in WHO on Variants

Integrated Decision-Making & Public Health Action
Cross-Cutting Coordination Mechanism
Output: Strategic recommendations for COVID-19 prevention & control

/ \ Vaccines

Surveillance

EPI/ LAB

Therapeutics

\
Clinical

presentation

Variant
Forum

Monitoring G
rOUp
S

Impact analyses &
VOC «— Stream-specific

recommendations

Viral
Evolution

PHSM

4-------=--

Risk assessments

SAGE March 2021 meeting
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The framework: Critical questions, data/info, decisions required

Critical questions that need to be answered to inform rapid risk assessments and
resulting recommendations, research agenda

e |s the variant more virulent, transmissible?

Do we need to adapt public health and social measures?

Do we need to change vaccination policy or adapt vaccine composition? When?
Do we need to change therapeutics?

Do we need to change or adapt the testing strategy? Which test?

e What is the impact on health systems? What can be done to mitigate the impact?
e What are the implications for equity?

 What research is needed?

N, World Health
Orga nization SAGE March 2021 meeting
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BAHRAIN’S COVID-19 VACCINATION CAMPAIGN
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Overview

Recognizing that the development of safe and effective vaccines is a global effort, the Kingdom of Bahrain participated
in early clinical trials of a candidate vaccine. 7,700 volunteers from diverse backgrounds took part in the trials for
Sinopharm’s vaccine.

Aug-2020 Sep-2020 Oct-2020 Nov-2020 Dec-2020 Jan-2021 Feb-2021
s | | | | EUATorPier | | s
: L L L L Biontech L L :
i B 6,000 B 7,700 B ! vaccine ! B i
L g : .+ Volunteers 1. volunteers | EUA granted for i L EL.JA.for L :
+ Clinical trials for . Lo . Lo . U . ++ Covishield — 1 .
. . i 1 participated in || participated in | Sinopharm | FzE==EzIEEIEIIIIEC b . 1 EUA for Sputnik |
. Sinopharm iy Giooharm b the Sinopharm |+ vaccine for | - | /strazeneca 1. V :
. vaccine began | nopniarm - lnopniarm . .1 Sinopharm 11 Serym Institute | | |
| . 1 vaccine clinical | vaccine clinical |} frontliners | 1 granted full ! ! of India ! |
e o we ot | approval by the | g e
e . . . 0 NHRA . e
Clinical Trials Vaccination for front-liners Mass Vaccination started on Bahrain’s

SAGE March 2021 meeting National Day (Dec-16)





Priority Groups

The vaccination campaign’s main priority is the prevention of COVID-19 related mortalities and the protection of those
at an increased risk of exposure to the virus

Priorities
Vaccination is available to all citizens and residents
o in the Kingdom of Bahrain. Priority access is given
Individuals aged 50+ to persons that are considered high-risk for infection
or severe disease
g A 80% of the daily appointments are assigned to high
Healthcare workers and frontline professionals risk individuals (priority groups)
L J
p . 20% of the daily appointments are assigned on a first
Individuals with come first serve basis
underlying health conditions
L J

——————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————

Individuals aged 70+ are allowed to visit any primary care center and receive the vaccine as walk-ins, without the
need to schedule an appointment in advance

______________________________________________________________________________________________________________________________________
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Preparation For Roll Out (1/2)

Vaccine Approvals

Efforts to grant approval were
coordinated between the
relevant decision-making
entities:

- The Executive Committee
Chaired by HRH the CP &
PM

- The National COVID-19
Taskforce chaired by the
CE of the Supreme
Council of Health

- The NHRA and the
Immunization Committee

Cold Chain Reguirements

The Taskforce procured or
otherwise made available the
following:

- Ultra-freezers and
thermal shippers

- Secure storage facilities at
all levels

- Freezers and cold rooms
fully equipped with
temperature loggers, power
backup solutions, and alarm
systems

- Dedicated transportation
services

Vaccine Preparedness

- Checklists were introduced
to ensure that all vaccination
centers adhere to prescribed
standards of administration

- A sufficient quantity of
supportive supplies such as
temperature loggers, swabs,
syringes, needles, gloves,
vaccine carriers, sharp
containers, safety boxes and
plasters were acquired.

SAGE March 2021 meeting

Set-up dedicated
vaccination halls

33 vaccination sites were

established across the

Kingdom with enough space

to ensure compliance with

social distancing protocols

designed for registration,

counselling/consultation

vaccination and observation:

- 27 primary care centers

- The International Exhibition
and Convention Centre

- Specific vaccination sites
at 3 other hospitals

- Vaccination site at a
shopping mall






International Exhibition & Convention Centre

« The International Exhibition & Convention Centre was originally repurposed to serve as a testing facility, providing
an average of 12,000 tests per day

« Some of the halls at the center were later used as vaccination sites during the clinical trials

« Additional space was then acquired once authorization for the vaccines was granted by the regulatory authority.
The Centre now serves as one of the principal vaccination sites in Bahrain

SAGE March 2021 meeting





Preparation For Roll Out (2/2)

Human Resources

Manpower allocation
Rigorous training of
healthcare workers tasked
with administering the
vaccine

Multi-sectoral collaboration
and community
engagement to increase
the capacity of human
resources by utilizing:

1. Doctors and nurses
from governmental health
sectors

2. Private Sector

3. Medical Students

4, Government employees
secondment

5. Volunteers

o

Data and Monitoring

A country specific Information
system connected to the
personal electronic health
records was enhanced to
meet the vaccination
requirements under EUL.

The integrated database was
established to register , and
record vaccination, schedule
appointment, track defaulters,
and to monitor adverse
events following vaccination.

Adverse events are
investigated by both the
Public Health Directorate and
the NHRA

Registration Platform

Persons can register for an
appointment via a mobile
application, an online website,
or a dedicated hotline:

- Be Aware Mobile
Application

- Online Website
( )

- National COVID-19 hotline
(444)

SAGE March 2021 meeting

Media Campaign

The National Vaccination
Campaign was launched in
multiple languages to
encourage uptake among
different communities



http://www.healthalert.gov.bh/



Individual Reqistration Process

All citizens and residents in the Kingdom are able to schedule their free vaccination through several registration
channels to make the vaccination easily accessible to anyone.

individuals register | Individuals receivea

through the available |} text/call to confirm their

registration channels: ! appointment:
i 1- On average Individuals visit the |
- Be Aware Mobile anpointmen tsga,re aSS|gned vaccination site Individuals visit the :
| Anplication ] schpe%ule d within one ! to receive the first of dose ! . aSS|gned vaccination site
: PP | week of redisterin ; of the vaccine, and are i: to receive their second
. - Online Website J J glven an appointment for dose of the vaccine

(www.healthalert.gov.bh) 2- Individuals are given the second dose
'~ National COVID-19 appointments at the
| | ii vaccination site nearest .

hotline (444) ! to their place of residence !

________________________________________________________________________________________________________________________________
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Registration Platform

« A user friendly online registration platform is available
» Persons can select the type of vaccine they wish to receive

» Once the registration process is complete, the person is contacted, via a call or text message, to confirm the date, time, and
location of their vaccination appointment

Select the required vaccine option Fill in details Registration completed

Your Registration Status

Identity No:

Vaccine Name:
o s Sinopharm Vaccine

: : Status: ) )
Select the Opthﬂ i i ::ﬁeILa:I:completed your vaccination
“Reqgistration for Coronavirus !
Vaccine” on the eServices

page

__________________________________

Other options for registration are also available, through calling the Natigﬁgwé%z\%b-¢1e§i9n5—|otline (444) or by using the website www.healthalert.gov.bh





The Kingdom of Bahrain has introduced a series of measures to ensure equal access to the vaccines regardless of
race, age, nationality, gender, creed, or income

All vaccinations are provided free of charge for all citizens and residents

% % Inmates in all of the Kingdom’s correctional facilities are being offered the vaccine

Mobile vaccination units were established to serve the Kingdom’s elderly and infirm

o —)
m\/
=

o Vaccines are not mandatory and only offered to those who have willingly registered
Participants are free to select and receive their vaccine of choice

Vaccines are readily available for healthcare providers at their working place

SAGE March 2021 meeting





Mobile Units

Based on a directive from HRH the CP and PM, Prince Salman bin Hamad Al Khalifa, mobile units were introduced to
provide the vaccine to senior citizens, persons with special needs, inmates, and others who are unable to receive the
vaccine at one of the designated vaccination centers

2,361 persons

have been vaccinated via mobile units to date; 876 of whom are inmates

SAGE March 2021 meeting





Media Campaign

Several media platforms were used as a part of the National Vaccination Campaign in an effort to encourage uptake.
Newspaper articles, social media posts, flyers, banners and interviews with experts were distributed or published in
multiple languages to extend the campaign’s reach. Moreover, a number of public figures and senior members of the
government elected to share their experience receiving the vaccine in order to boost confidence in the vaccines’ safety
and efficacy. Healthcare workers and community leaders are engaged to promote vaccination

Political Commitment Government Officials Healthcare workers

HM the Kina receives the o , Infectious Disease Consultant Coach of the Bahrain
COVID—?Q vaccine HE Minister of Interior & her family National Football Team
HRH the CP & PM HE Minister of Finance & Infectious Disease Consultant

participates in the clinical trials National Economy receives the vaccine SR E R e

SAGE March 2021 meeting





COVID-19 Vaccination Statistics

Bahrain began vaccinating citizens and residents in mid-December 2020, and has since become one of the leading
countries in terms of vaccination coverage

417,364 Vaccination coverage by age group
individuals vaccinated to date Nationality breakdown
48.6% o22% |
of persons aged 50 years and . | §__7_5_._5_%_ | 4 191%05
older have been vaccinated | 29.7% | po 205,759
R TRE T 118589 1 39.7% !
25,000 individuals | T4T% | rrnnne :
Current vaccination capacity IR R— |
per day 96,818 34189 | 46.4% !

156,271 e

Vaccination Options:

2,325 673

: -2,8301,275  __gin 321
18-29 30-39 40-49 50-59 60-69 70-79 80-89 90+

mVaccinated = Registered  Age group ! 1 As a % of age group i ' As a % of those
SAGE March 2021 meeting ~ _~ W|th|n the tOta| pOpU|atI0n “““ Who reglstered

_______________________________________ As of 21 March 20271 — 10:00 PM





Main Challenges

- e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e Em e e e Em Em Em e e M e Em e e e Em Em Em Em e M M e e e Em e Em e Em M e e e e e e Em e Em Em e e e e Em e e e e e e e e e e e e e e e e e e e e e e e e e e e e = = = =

________________________________________________________________________________________________________________________________

Limited data on the safety and efficacy of vaccines on specific groups, particularly pregnant women and
children

________________________________________________________________________________________________________________________________
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Advice To Other Countries

®©

Establish a vaccination

media campaign ahead

of time to:

Increase awareness
about vaccination
safety and efficacy

Build trust between
the healthcare
system and the
general public

Ensure coordination
between regularity
authorities and the

immunization committee

Educate, train, and
equip healthcare
workers to ensure
compliance with vaccine
administration protocols

Establish a prioritization
matrix for vaccination to
determine priority
groups

Strong political
commitments, multi-
sectorial approach,
community engagement
are the drive

SAGE March 2021 meeting

Build vaccine
management
infrastructure to meet
future demands.

For Example:

- Cold rooms

- Information systems










Sessiondb_India

t\ k.
cCoOVID-19
VACCINES

OPERATIONAL GUIDELINES
(Uy as on 28 Dece 2020)

Ministry of Health & Family Welfare
Government of India

Mty of Health and Famly Wetas
(bt bk

- <% COVID-19 VACCINE

COMMUNICATION STRATEGY

Experience from Covid 19 vaccine roll out in India

Dr Pradeep Haldar (Advisor RCH)
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Governance and Coordination Mechanism Established

NEGVAC

National Expert Group on Vaccine Administration for COVID-19

State Steering Committee (SSC) State Task Force (STF) State Control Room
(Chair: Chief Secretary) (Chair: Principal Secretary Health) (SCR)

State Level |:>

Block Task Force (BTF) Block
(Chair: SDM/ Tehsildar/ BDO) Control Room (BCR)

R District Task Force (DTF) Urban Task Force (UTF) District / Municipal
District Level . . .
SEFICE LEVE = (Chair: District Collectors) Chair: Municipal Commissioner Control Room (DCR)

Sub-district Level |:>
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Phase-1 COVID-19 Vaccine Prioritization - India

Other Prioritized Groups:
Health Care Workers Front line Workers Aged 260 years and
(Approx. 10 million) (Approx. 10 million) 45 - 59 yrs with comorbid conditions
(20 co-morbidities identified)

Goal is to protect people, minimize societal and economic impact by reducing COVID-19 mortality

SAGE March 2021 meeting
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fch

REGISTRATION

Beneficiary
Registration

Vaccination at

Microplanning planned site
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Electronic Vaccine Intelligence Network (eVIN) to Co-WIN
=

Easy-to-use mobile app for recording
vaccine data

Health Worker updates:

e Issues e  Discards
*  Receipts e Orders

e Stock Counts

Temperature Logger
Temperature loggers for accurate
remote temperature monitoring in real - Cloud Serve
time
Co-WIN Dashboard Co-WIN App

Co-WIN Beneficiary Management ) : -
Platform - Web interface for real-time visibility
®

Health Worker/ Manager is able to visualize:

[ 4 _P_e_r](_efi_c_iiry ______________ ) *  Alerts on low stock/expiry e SOP reminders
i * Beneficiaries tracking I *  Optimal order » Beneficiary Vaccination
I '« Vaccination Session i recommendations Status
' |
' |

Management

————— e e — a1

* Monitoring Coverage
5
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Learnings from HCW and FLW vaccination used to improve reach

.................................. Co-WIN 2.0

- Increased vaccination sites at private health
facilities

Vaccine
Stock

ll‘s\ '}é
Session @
Details

- Beneficiary prioritization, registration and
reporting as per guidelines

Data

0”!0[19”

Citizen centric approach:

- Advance Self Registration and Appointment

| Session Planning Using Co-WIN - Facilitated Registration (Mobilization of
(Information to beneficiary through SMS Beneficiaries)

So -
____________________________

A A
>
3
HCW & FLW £
=
(=]
>
>

- Registration of walk-in beneficiaries ¢
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Five Member Team at Vaccination Session

One session for 100
beneficiaries

Vaccination Officer-
1&2

Crowd control, Check
registration status, verify
document and help with
reporting of vaccination

Vaccinator Officer

Vaccination of
beneficiaries

SAGE March 2021 meeting

Vaccination Officer -
3&4

Maintain social distancing,
Ensure 30-minute post
vaccination waiting, Educate
community and facilitate
registration
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Layout Planning for Vaccination Site

Designate a separate entry and exit
= Designate 3 separate rooms or areas

Verification Desk

(Aadhaar/other ID)

Waiting Room/
Area

» Waiting room

> Vaccination Room

= |nfection prevention measures and
physical distancing at session site

= Avoid criss-cross movement of
beneficiaries at session site

Observation Room
larea

|
I |
| |
| |
| |
| |
| |
| |
I |
|
I .
I > Observation Room :
: :
| |
| |
I |
| |
| |
| |
| |
| 1

Waiting Area
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Vaccination Completion

SMS & Certificate template
Beneficiary vaccinated

L c & oll 7 [0+

10:35
< 0 @
COVID DRIVE Certificate of Vaccination
S M S n Otlfl catl o n fo r | U3 mgr This is to certify that Mrs. Sangeeta Date of Birth 11/4/1967 resident of 8-101
pa rti cu I a r d o S e With Malviya Nagar, Jaipur, Rajasthan, 302017 is successfully vaccinated for Corona
Virus as per schedule below:
next date & ti me fo r m COVID aﬂ WFI'I'C@T:F D:se Date Place : Vaccinator | Vaccine Be:tch #
ﬁ;ﬂa; C Q QOQO ﬁ- 2 ? . 2(8 1 4/4/2021 | AWC1, Jaipur | Santosh 1120BCCL-SII
IR ﬁag . 2 |5/7/2021 | AWCL, Jaipur | Santosh | 234ME22-Sll
Su bseq uent dOSE °r'y 3—]1?1?@'@ T 3 m 33[ 39 | 7/10/2021 | AWCL, Jaipur | Santosh 3NIC2222-5l1
AFHIACY AT SaRT YeTed
fram T €. weder & fow OEn
YegdiG| 39 9T Aiefhehe -,qi'
s m . gu . a_-hﬂ' %U ETQ- -\q- E ﬁ Authorized Signatorﬂ
Digital certificate with R Thd & :
QR COde www.coviddrive.in/excd/edif

JW |
9
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Managing Adverse Events Following Immunization

Anaphylaxis kit to mmanage Serious/

J A” VaCClnatIOn SESSIons eC{UIpped Wlth Anaphylactic Kit with Vaccinator at session site
Severe AEFI at session site

Vaccinators oriented to identify and
manage anaphylaxis

AN

Existing AEF| reporting portal (SAFEVAC)
linked to Co-WIN - reporting from session

site

SAGE March 2021 meeting





Augmenting Cold Chain Capacity

 Nation wide scale-up of electronic vaccine
network eVIN for efficient management and
storage of vaccine

* Cold chain capacity assessed

* Cold chain capacity augmented for best fit
scenario:
22,863 electric equipment (4427 cubic meter)
202,478 non-electric equipment (923 cubic meter) @
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Focus areas for Communication for Vaccination

Correct
Information

.....,._u:;_g.;-;._,.... \idei on COVID-19

vaccine

<% COVID-19 VACCINE

) ' COMMUNICATION STRATEGY
Prgg\c;lte)ng Ac\ilc; rce;rslieng
Appropriate _
Behaviour Hesitancy

Addressing
Vaccine
Eagerness

COVID-19 vaccination is voluntary, through positive and correct information around vaccine, a

positive vaccine seeking behavior has to be promoted.
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..........................

COoVID-19
""ACCINE: -
WHILE WE WAIT....

Information for

population
below 50 years L% JOIN HANDS AGAINST COVID -19
of age AS VOLUNTEER

I -

WILL PROTECT US FROM COVID-19

“ “'l“. {
RELIGIOUS LEADERS y

v
LETS STAND TOGETHER Your role Is very Important to create * rourable atmosphere . ’
AGAINST COVID-19! In the community for COVID-19 vacc.iic introduction and to instili t COVID-19 VACCINATION

- ROLE OF SOCIAL MOBILISERS I
.

e S e g ety .

''''''''
-------------

.....
.....
------
...........
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Government platform sharing information VIPs getting vaccinated

ﬂaif’”?'t = { Ongoing Interface to amplify
F right information CovID-19

VACCINATION

Total Sites Total Sessions Total Registratio

. | 51,073 420,563 B 18,364,325 14,185,134

O 6 929 9
T " ShareChat
Subject experts talking of vaccine safety

VENUE
ALIMS HOSPITAL

'

PM Modi takes first dose of coronavirus vaccine :
Delhi today

PM Modi gets first dose of Covid-19
vaccine Covaxin at AlIMS Delhi

"Vaccine hesitancy has to extinguish before the #COVID
pandemic extinguishes." - Dr. V. K. Paul @NITIAayog

#LargestVaccineDrive #United2FightCorona
‘ @PMOIndia @drharshvardhan @AshwiniKChoubey

@PIB_India @COVIDNewsByMIB @mygovindia
@CovidindiaSeva

INDIA ROLLS OUT
COVID-19 VACCINATION

Areitton [ Canocants Nik
Writte Y 2dNEECid VINd

'* 'Took my first dose of the Covid-19 vaccine a
AIIMS, PM Modi said in a tweet

* PM Modi also appealed to all those who are

T S B P T #lLargestVaccineDrive 3
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Capacity building of Program Managers and Health Care Workers

Cascaded training conducted using virtual platforms and face to face methods

76.000 programme officers, 260,000 vaccinators and 475,000 other vaccination team members oriented

SAGE March 2021 meeting
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PM Modi launches India's ) e v
VaCCination drive against COVid-19 India begins the world's #LargestVaccineDrive. This is a day of

pride, a celebration of the prowess of our scientists and
ANI | Jan 16, 2021, 10:44 IST B ™ A A+ hardwork of our medical fraternity, nursing staff, police
personnel and sanitation workers.

NEW DELHI: Prime Minister

Narendra Modi on Saturday

May everyone be healthy and free from illness.

launched India's vaccination

drive against the novel

f viavideo INDIA BEGINS THE WORLD'S
el LARGEST VACCINATION DRIVE

Billed as the world's largest
vaccination program, covering ' -

the entire length and breadth

of the country, the drive aims P 4103K views 0:27/035 <

to first inoculate millions of its

healthcare and frontline workers and reach an estimated 3 crore people by the end

Vaccination launched on 16 January with >3000 session

sites across all States and UTs virtually connected
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Monitoring Plan Targeting All Phases of Vaccination

Preparatory During Post
Phase Vaccination Vaccination

. - [} e Ly
tReadinessauan | | - | '_:s 4 ;‘_',,= L Er——
R f > - ' T N ' '
<
o !

"W
Tracking of activities Readiness Assessment Concurrent Monitoring PIE

/-/\.f.
T ‘

- CJ
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Tracking Preparedness Activities

- N e

= |dentification of vaccinators
= Training's-progress
Y Communication preparedness
= = Progress on dry runs
= Conducted in each district 4
=“Intersectoral convergence & accountabilityy
- Constitution of task forces S 4

=_Frequency and quality of task for
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Data Entry Form

k . M h . E | G |
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COVID-19 Vaceination Tracker 4 o e Ysjzmln
[res 2/5/2021]wi
Fie Ean View Data Tocks . in o9 her S ro/ontl
= o= o000 0000 Jres 2/3/2021w
Calte - B “°8 o, 8g Vide  Ansl - - B I & A & @ co@E V- X [Meeting not chaired by Principal
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aRE R Bihar_[oinar 12/22/200] 1/2/2021¥es 12/5/20:
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Planned/ Yet to be planned) [Mesting not chaired by Principal
: 1| Ukter Fradesn orn e 19] aslste Jaar [mariano 1272272020 2/a/202lves
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N L Lawoat Constitution of Task State Steering Committee farmed State Task Force formed District Task Force formed
5y World Health Forces
¥ Organization
16/02/2021

STFDTF AEF! Data Entry Form an4Roze 262021
Oo————0 1 } ]
STF/DTF/OSLM/ODLM for COVID-19 = ! 1 1
egan
LA oYes oV
Data Entry Form
State Date of last  Dayss.  Site ATF Date of st Dy State Dhstrict
n Farmed. S5C last 55 Formed  STF last iz
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(Download/Edit) HAM SLANDS Yes 12/20:
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State Task Fogrce ABIN ISLANDS Yes d s MNAGALAND WIOKHA
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. > « » «

Microsaft Power Bl tofd > m Y 0 =

Data captured through Web Based

Platforms and Google sheets

Auto analytic dashboards and line listings
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Programmatic decisions based on preparatory feedback

Covid-19 vaccination preparedness assessment — 9 Jan

Status of Vaccinators orientation*

District Task Force Meetings
Conducted (1366)

B >90% éaccinators trained
- [ ] 70 - 9¢% vaccinators trained
[E 2 meetihgs held [_] 50— 70% vaccinators trained

[_] 1 meeting he!d [ 70 — 90% vaccinators trained
Bl No DTF meeting held [ ] Data not available

B >-3 megtings held

WHO deployed 29 MOs to fast-track preparedness in NE states

SAGE March 2021 meeting
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COVID-19 Session Monitoring Using the ODK

ODK Tool

W 46 G

il 84% I} 1:12 PM

] covib19vac.. B % i
* COVID-19 Campaign Category
O Hcw

O FLW

O General Population

IMAS Web Tool

Home

@ ivns

@ Dashboard

B coviD19 Monitoring
Line List
Rl Monitoring
IMi 2.0 Monitoring
Polio SIA Monitoring

MRC Monitoring

Session Site Monitoring - COVID19 Vaccination

16 January 2021 Onwards (Old + Revised tools)

Session Site Monitoring Linelist

Dry Run

Dry Run Session Linelist

Line-list

Session_admin_Manitoring_Linelist_160:

File Home Insert Page Layout Formulas Data Review View Add-ins Help Acrobat 2 Tell me what you want to do ¥ Share I Comments
D@‘ Calor i o-aw | = B | BWapTer Genera B B @Ay O
- =
B I U- L . A e ET o .9 co 00 | Conditional Formatas Cell Insert Delete Format Sort & Find &
& 87 == - erge & Lenter $-% 9 %38 Formatting~ Table~ Styles~ - - - € " Fitter~ Select~
Clipboard Font ] Alignment B Mumber ® Styles Cells Editing ~
Al - Je || VERSION v
A B | C | D | E | F | G | H | | | 1 | K | L | M | N | o | P | Q | R | s | -
1 |VERSION l_URI Date of m State/UT District  Name of EPlanning L Setting  Is the urb: Select if t Name of ¥ Mobile Nt Organizati Organizati WHO Mor Monitorin Number & 1(A). Sess 1(B). Sessi2(
2 |vi uuid:17a9 s JHARKHAT PALAMU  PLM_DALTPLM_DALTURBAN Y PALAMU Ram pravesh gupta WHO NULL IPE-FM 18:00.0 1 M.M.C.HGOVT_HF Y
3 |v1 uuid:al2a s ARUNACH EAST_KANEKA_SEPP EKA_DH_SURBAN N NULL Dr Abhijit Dey WHO NULL OTHER 55:00.0 1 (Seppa LGOVT_HF Y
4 vl uuid:0d57 #u#E#E# WEST_BENPURULIA PRL_HURZPRL_HURZRURAL NULL NULL DrAnanya Biswas  WHO NULL SMO 02:00.0 Hura RH 5¢GOVT_HF Y
5 vl uuid:c55h. #uE#E#EH BIHAR SAHARSA SAH SAH/SAH SAH/URBAN N NULL Dr Mayank WHO NULL SMO 35:00.0 1 ParamecGOVT_HF Y
6 vl uuid:4036 #uFHE#E# MAHARAS BEED BED_BEEDBED_NUHIURBAN Y BEED Dr Amaol V Gaikwad WHO NULL SMO 30:00.0 Beed DistiGOVT_HF Y
7 vi uuid:3b56 #uEE TRIPURA DHALAL  DLI_AMBZ DLI_DISTR RURAL NULL NULL Sanjeev Jha WHO NULL OTHER 50:00.0 1 Dhalai D GOVT_HF Y
8 |v1 uuid:359a #uE JHARKHAT GARHWA GRH_GARIGRH_GARIURBAN Y GARHWA Suryakant kumar WHO NULL IPE-FM 09:00.0 Sadar hos|GOVT_HF Y
9 [vi uuid:95c2; #uE MAHARAS CHANDRA CPR_RAJUCPR_RAJUURBAN N NULL DHANRAJ RATHOD OTHERS IFM NULL 55:00.0 SDH Rajur GOVT_HF Y
10 vl uuid:3051 #uFsEHEH KARNATA KALABUR(GBG_KALLGBG_UFWURBAN Y GULBARG Ashokkumar s neelu IFY NULL NULL 56:00.0 Gims Med GOVT_HF Y

More than 75,000 Covid-19 vaccination sessions monitored
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Lessons Learnt

= Strong political and administrative commitment to introduce vaccine

= |ndia continue to demonstrate large capacity to produce vaccine

May be leveraged to increase access and availability of other vaccines

= Robust operational planning supported with communication strategy helped to
maintain high pace for vaccination

= Engagement of private sector helped in increasing community reach
= Use of digital platform helped efficient tracking of vaccine and beneficiary

= Learnings from Polio, MR vaccination campaign and routine immunization
intensification used to establish monitoring and accountability mechanisms

SAGE March 2021 meeting





Sessiondb_India

SAGE March 2021 meeting










23 March 2021

) o et Global status of COVID-19
o vaccine introductions and

Organization

@ readiness of countries

unicef 4\&@ SAGE in March 2021

Folake Olayinka (SAGE member), Jalila Jawad (SAGE member),
Susan Wang (WHO) and Ann Lindstrand (WHO)

SAGE March 2021 meeting





Session4b_Lindstrand

Income levell

Doses administered,
million doses

Number of vaccine doses administered by income level

Population, million
people

DATA AS OF 23 MAR, 8AM CET

by Gy World Heal
y \é{.‘#f ration

Doses administered
per 100 population

High income
Upper middle income
Lower middle income
Low income

Not classified

Total

1. World Bank classification (2021)

Source: World Bank; WHO COVID-19 dashboard; WHO

1,238
2,872
2,954

686

‘ 7,750
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Monitoring, Evaluation and Learning 3

To track and support operational readiness and implementation, a M&E*
framework has been developed around the available data per roll-out phase

Vaccine Access

Allocation and shipment of COVAX vaccine doses and injection
supplies through their customs clearance and reception by health

authorities

Vaccine intro / roll out

ompletion of COVID-19 vaccine introduction
activities and initial roll out in NDVP target

population(s)

Vaccine implementation

Monitoring and evaluation of COVID-19
vaccination programmes across
countries/territories/areas

m_—
WEEN NN SN S S S S S S S S S - - - - - \

NDVP/SRF submission and
analysis

N\

*Monitoring and Evaluation

“Red flag review” for in

B S S ——

SAGE March 2021 meeting

Establishment of regional tracking mechanisms

injtial rollout and beyond y;

Vaccmatlons in COVAX participating countries

eJRF data reporting to WHO/UNICEF

Early cPIE-IAR
2-6 months after vx start

 d
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NDVP/SRF analysis — readiness and challenges

86 AMC92 economies submitted NDVPs; all were reviewed by Regional Review
Committees (RRCs)

All 86

All 86

AMC92 NDVPs have been
reviewed

AMC92 SRFs have been
submitted and analyzed

AMC92 economy NDVPs not submitted

Burundi Not decided on vaccine introduction
CAR Expected to submit NDVP later
Eritrea No information available
Madagascar Not decided on vaccine introduction
Marshall

Not decided on vaccine introduction
Islands
Tanzania Not decided on vaccine introduction

SAGE March 2021 meeting
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NDVP/SRF analysis — readiness and challenges 5

Regional Review of NDVPs reveals the highest number of “no” responses in the
costing and funding category signaling a need for support in those areas

Costing and funding 53% 22% 19% 4%]2%
COVID-19 surveillance 56% 21% ISV 8% -0%
. 1% 1 1%
Demand generation 71% 26%
Human resources and — 299 1% 1 1%
training
Monitoring and evaluation 75% 18% 5% 1% 0%
*Planning, coordination and 859% 10% 2% 3% 0%
service delivery
Regulatory preparedness 81% 5% 6% WAL }1%
*Supply chain and waste 27% 139% 15% 1%
management . .
*Vaccine safety 72% 17% 5% 6‘@
0%

BB ves I Partial [ No Don’t know [l No answer

*Category: three minimum requirements for NDVP approval
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NDVP/SRF analysis — deep dive 6

A deep dive analysis®* of NDVPs by BMGF presents the following assorted statistics and
identified healthcare workers as the most at-risk population to be prioritized

Assorted statistics

Operations
47 countries (55%) of countries indicate ‘Active’” AEFI

surveillance in their plans

51 countries (60%) plan for demand surveys

78 countries (92%) plan to use ‘paper-based tools’ for data
collection.

41 countries (48%) indicate need for additional workforce to
rollout COVID vaccines

Gender
Only 30 NVDPs (35%) specifically reference gender equity in
their vaccine distribution planning

60 4

i g

40

20

=]

Num_Countries
] B

(=]

80 4

60 4

40

204

Country population prioritization

Phase Assignment of Target Pops

85 country plans plotted here.

all_adults

children

essential_workers

high_risk_hcw

high_risk_public

inmates

migrant_nomadic

| [

military

refugees

students

teachers

0 2 4 6 8 1012141618 0 2 4 6 B8 1012141618 0 2 4 6 8 1012141618 0 2 4 6 8 10 12 14 16 18
Priority_Phase

*BMGF consistently code data from 85 GAVI countries that submitted NVDPs on the COVID-19 Partners Platform. 5000+ pages of text analyzed between March 1-15, 2021. Preliminary summary,
compiled by Brittany Hagedorn & Jeff Pituch. Data extraction by DevGlobal: Shamaila Ashraf, Raisa Faatimah, Devon Fleming, & Jeff Pituch
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NDVP/SRF analysis — deep dive 7

The NDVP analysis™* also shows nurses as the main vaccinator cadres in all
regions and mobile delivery being employed in 66% of countries

Which cadres are being tapped as vaccinators? What are the anticipated delivery modes?
146 listed cadres from 85 country plans plotted here. 85 country p/ans plotted here.
AMR EMR AR 125

7.54

| AFR
100
15 200 4
75
504
10 A 50
254 .
. WHO_Region . %
III I I . AFR 1 —- 0.04 0 e
e B. .= H H- .
<<
EUR &

o

n

8
2 s ; :
[ o 3 ; p & §
§ 0 B avr § 0‘}@\&@&9&@?& ﬁ#’ QP&@@ & q“{“ @5’ Qd’ ‘@o 0‘{9 @ ¥, &q'-”“ &t @ 09 &
© SEAR WPR . EMR E & o & \5@“‘ & Q\f \h
3 B e g
§ 154 . SEAR 40
E WER a0 8001 an
104
204 4004 20
-]
il Illl o ‘
= M eveam w2 Bl [0 l
o..év.|..r.\;\.|..v- v:u?uvll 0 - -. 04 - e 0 —-
FIS F LS LS FOSEEES é"cﬁ‘“ "’@9 HESESE S o o P o 1\ & & P
& %%“"%x%{é‘o\ & VOt o@.%_aigx& :'é*,k@\v & & \ﬁe & & 6‘ g Qé‘ S g j;z"“ 6‘“ o’* & # ‘}ﬁ & qﬁa
& & @5” E -5* N
In all regions, nurses are the main cadres being tapped as vaccinators, 56 Countries (66%) are anticipated to use mobile as delivery
generally followed by MDs Only 9 countries (10%) will be doing door-to-door delivery
AFRO and SEARO are the only regions in which all listed cadres are tapped Many countries listed ‘Advanced’ strategies that are combinations of mobile
as vaccinators + fixed delivery.

*BMGF consistently code data from 85 GAVI countries that submitted NVDPs on the COVID-19 Partners Platform. 5000+ pages of text analyzed between March 1-15, 2021. Preliminary summary,
compiled by Brittany Hagedorn & Jeff Pituch. Data extraction by DevGlobal: Shamaila Ashraf, Raisa Faatimah, Devon Fleming, & Jeff Pituch
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Monitoring, Evaluation and Learning 8

Covid 19 vaccine roll-out and immunization disruptions will be continuously
monitored using a range of processes and tools including the eJRF, DTP3 and

EHS polls

D

The following tools
will be employed to
monitor COVID-19
vaccination and
immunization
disruptions

eJRF 2021 — monthly module on Covid 19 vaccine roll out

DTP3 monthly doses and regional data collection processes (AFR, EMR, PAHO, SEAR)
VPD Campaign tracker

UNICEF supply data and WHO dashboard

Monthly surveillance data

Periodic Essential Health Surveys polls - quarterly

“Sentinel” sites, in the context of COVID learning agenda

Case studies

IAR (intra action review, post 2-6 months), PIE (post implementation evaluation post 6-18 month)
The Geneva Learning Foundation (TGLF) and other polls

Effectiveness and impact studies

TechNet-21 repository of papers on the subject
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Safety Surveillance of COVID-19 vaccines

Drs Rita Helfand and Shanthi Pal
On behalf of
Global Advisory Committee on Vaccine Safety (GACVS)
WHO Pharmacovigilance Team

Regulation and Safety Unit

¢ ’_! \) World Health
9% Organization
e

[A

23 March 2021
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This presentation aims at answering 3 specific questions

1. What do we know so far on safety of COVID-19 vaccines
2. What is the WHO process to identify potential signals?

3. What are the specific signals reviewed by WHO and the GACVS
COVID-19 subcommittee?

SAGE March 2021 meeting
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Figure 2. Local and Systemic Reactions Reported within 7 Days after Injection of BNT162b2 or Placebo,
According to Age Group (NEJM article from Polack et al (www.nejm.org/doif10.1056/NEJMo0a2034577)
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Panel A:
Pain, Redness/swelling

Panel B:

Fever, fatigue,
headache, chills,
vomiting, diarrhea,
muscle pain, joint pain,
use of antipyretics
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World Health

Moderna Figure 2: Solicited Local and Systemic Adverse o

Eventshttps://www.nejm.org/doi/full/10.1056/NEJM0a2035389
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UK Yellow Card

" 2 MHRA
Medicines & Healthcare products o VL BN/

Regulatory Agency

Coronavirus Vaccine - summary of Yellow Card
reporting

As of 28 February, an estimated 10.7 million first
doses of the Pfizer/BioNTech vaccine and 9.7
million doses of the Oxford
University/AstraZeneca vaccine, had been
administered and around 0.8 million second
doses, mostly the Pfizer/BioNTech vaccine, had
been administered.

Data included: 09/12/2020 to 28/02/2021

Conclusion 73R\ World Health

R L.f Organization

The increases in number of ADR reports reflects the increase in vaccine
deployment as new vaccination centres have opened across the UK.

LLL<<V\

The number and nature of suspected adverse reactions reported so far
are not unusual in comparison to other types of routinely used vaccines.

The overall safety experience with both vaccines is so far as expected
from the clinical trials

Based on current experience, the expected benefits of both COVID-19
vaccines in preventing COVID-19 and its serious complications far
outweigh any known side effects

As with all vaccines and medicines, the safety of COVID-19 vaccines is
being continuously monitored

Further information on the type of suspected adverse reactions (ADRs)
reported for the COVID-19 mRNA Pfizer/BioNTech vaccine and the
COVID-19 Oxford University/AstraZeneca vaccine is provided in Annex 1.
It is important to read the attached guidance notes to ensure
appropriate interpretation of the data.

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/968411/Coronavirus_vaccine_-

_summary_of_Yellow_Card_reporting_28.02.21.pdf
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WHO Global Database
21 March 2021
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Dataset date

1,369

21-Feb-202] r—

28-Feb-2021

7-Mar-2021

Total ICSRs with COVID-19 vaccine
(asof 21 March 2021)

14-Mar-2021

309,443

249,762
212,147
177,052

MedDRA PT

m ICSRs

21-Mar-2021
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ICSRs by MedDRA PT (21 March 2021)

PT: Headache
PT: Pyrexia
PT: Fatigue

PT: Chils
PT: Myagia
PT: Nausea

PT: Arthralgia

PT: Malaise

PT: Injection site pain

PT: Dizzness

Cases

0 20,000 40,000 60,000 80,000 100,000 120,000

I, 103,745
I, 26,005
I, G246
I 57,187
I 5717

I (5,241

I 35,094

I 27,276

. 24141

I 24,109
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U.S. Active Surveillance - Vaccine Safety Datalink (VSD) 8) Organisson

W=7

VSD prespecified outcomes for COVID- Preliminary results of VSD monitoring for COVID-19
19 vaccine safety monitoring vaccine safety after either dose of any mRNA

vaccine as of February 13, 2021
Acute disseminated encephalomyelitis

Acute myocardial infarction Unvaccinated concurrent comparator analysis

Acute respiratory distress syndrome

2naph‘;‘.afd.s No statistically significant increased risks
endicitis i
BZ:T'S pal|slyl detected for any prespecified outcomes

Convulsions/seizures

Disseminated intravascular coagulation
Encephalitis/myelitis/encephalomyelitis
Guillain-Barré syndrome

Sequential vaccinated concurrent comparator

Thrombotic thrombocytopenic purpura anaIYSiS

Immune thrombocytopenia o '

Kawasaki disease No statistical signals detected for any
MIS-C and MIS-A prespecified outcomes

Myocarditis/pericarditis

Narcolepsy and cataplexy

Stroke, hemorrhagic

Stroke, ischemic

Transverse myelitis

Venous thromboembolism
Pulmonary embolism (subset of VTE)
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U.S. CDC Maternal vaccination safety summary

Pregnant women were not specifically included in preauthorization clinical trials of
COVID-19 vaccines

Post-authorization safety monitoring and research are the primary ways to
obtain safety data on COVID-19 vaccination during pregnancy

Substantial numbers of self-reported pregnant persons (>30,000) have registered
in CDC'’s v-safe programme

The reactogenicity profile and adverse events observed among pregnant women
in v-safe did not indicate any safety problem

Most (73%) reports to VAERS among pregnant women involved non-pregnancy-
specific adverse events (e.g., local and systemic reactions)

Miscarriage was the most frequently reported pregnancy-specific adverse event to
VAERS; numbers are within the known background rates based on presumed
COVID-19 vaccine doses administered to pregnant women

SAGE March 2021 meeting
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WHO COVID-19 vaccine safety review process

* Epidemic Intelligence from Open Sources (EIOS, sites, key words — AESI)
e Social-media, news etc.
Informal sources e Watch List
* GACVS C19 Subcommittee
* Watchlist — myocarditis, lymphadenopathy, hypertension...

Global database of case safety reports

Regional dashboard and databases (see next slide)
Routine meetings with regulators: ICMRA, EMA

e Example: Israel data on myocarditis

e Background rates from countries

Formal sources

Weekly huddles with all 6 WHO Regions (Vaccine safety focal points)
COVID-19 vaccine dashboards reviewed
Line-listings and case reports requested as relevant

LMIC data

SAGE March 2021 meeting
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AFRO COVID-19 Vaccination Summary Dashboard

Country Country Category COVAX Status

J [ 7 [ 7 [ 7]

Total Number of Countries

Received Vaccine that Received COVAX Doses that Received AVATT Doses that Received Bilateral Doses

2l I 0 :
J

Total Number of Countrles) Total Number of Countries Total Number of Countries

with COVAX Vaccines Second Dose Administered

1,108,752 27,767
e

Vaccination Administered

1,272,148

Number of Countries Started} Total Number of Doses ) /Doses Administered in Countries\ Total Number of Full Dose

Disclaimer: Data collated from multiple sources, Details Maps
and may not reflect the actual figures in country ® 2021 WHO AFRO VPD
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COVID-19 Vaccination Daily Reporting Dashboard

Region

Country

Al v‘

v| L v|

Country Category

5 7]

COVAX Status

[y 7]

7

Country

a

Angola
Cabo Verde
Céte d'lvoire
Egypt

Equatorial Guinea

\Total

Vaccination Report
Vaccination Status | Total Doses Administered | Total AEFI | AEFI

Started
Started
Started
Started
Started

Severe

26,996
6

22443
1,315

5,765
7,272,148 1.834 28 /

Vaccine Delivery

Country Vaccination Status Launch date
w

Zimbabwe Started
Zambia

United Republic of Tanzania

Uganda Started
Tunisia Started
Togo Started
Sudan Started
South Sudan Not Started
South Africa Started
Somalia Started
Sierra Leone Started
Seychelles Started
Senegal Started

Sao Tome and Principe Started Monday, March 15, 2021 24,000 24,000
Total 26,179,780 16,245,560 /I

Thursday, February 18, 2021

Wednesday, March 10, 2021
Saturday, March 13, 2021
Wednesday, March 10, 2021
Tuesday, March 9, 2021

Wednesday, February 17, 2021
Tuesday, March 16, 2021
Monday, March 15, 2021
Sunday, January 10, 2021
Tuesday, February 23, 2021

Doses Received | Covax Doses Received = AVATT Doses

600,000

864,000
123,600
156,000
820,000

500,000
300,000
296,000
100,000
549,000

864,000

93,600
156,000
820,000

300,000
96,000
0
324,000

~

Kl'otal Doses Administered and Doses Received\

Doses_Received 26,179.780

Total_doses_ad... 7.272148

s

® 2021 WHO AFRO VPD
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COVID-19 AEFI LINE-LIST

*Select Region

AFRO
EMRO

*Select IST
*Select Country

*Name of patient

Village

*Select age category

Date of birth
Age
Age group

*Sex

Male

Female

* Date of vaccination

yyyy-mm-dd

Time of vaccination

COVID-19 AEFI LINE-LIST

Q

* Date of onset of AEFI

yyy-mm-dd

*Time of onset of AEFI

Onset time intervals

Hours, Days, Weeks

* -
Vaccine name

Include manufacturer nama

*Vaccine dose

First dose

Second dose

*Vaccine batch/Lot number

*Diluent batch number

Q

SAGE March 2021 meeting

*5elect adverse event as applicable

Fever
Anaphylaxis
Abscess
Seizures
Fatigue
Headache
Loss of consciousness
Rash

Sores
Sneezing
Mausea

Joint pain
Muscle pain
Inflammaticn
Dizziness
Diarrhoea

Others

*Reaction type

@

Minor

Severe/Serious

*Investigated?

Thank you

# Save Draft

« Submit
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Signals (being)

Pfizer-BioNTech

Moderna mRNA-

Oxford University —

Others

reviewed by WHO | BNT162b2 1273 vaccine Astra Zeneca

and GACVS C19 vaccine AZD1222 vaccine &
subcommittee Covishield (Az-SlI)
(since 22 Dec’20)

Anaphylaxis X X

Deaths X X

Flu-like reactions X
Thromboembolic X

events

Myocarditis

Lymphadenopathy

Hypertension

Etc

SAGE March 2021 meeting
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Deep-dive: Reports of intense flu like symptoms

Summary : French nurses who received the AstraZeneca vaccine have reported “intense flu
like symptoms”, in Sweden, 2 healthcare regions (of 21) paused vaccinations of workers
after 25% called in sick “fever-like symptoms” after getting the AstraZeneca shot.

This potential signal was presented and discussed at the GACVS sub-committee on February
25, together with information from VigiBase. Conclusion:

o These symptoms are expected (as per current SmPC), transient, mild to moderate most of the time and do not
constitute a new safety signal.

o GACVS recommends to publish a statement on WHO site summarizing this information and providing guidance

A statement on influenza-like iliness in health-care workers vaccinated with COVID-19 vaccines
was prepared by PVG and GACVS, posted on WHO website on March 8t 2021.

« https://www.who.int/news/item/08-03-2021-gacvs-covid-19-review-influenza-like-illness

14
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Deep-dive: Reports of Thromboembolic Events - 1

Summary : Several regulatory paused use of AstraZeneca (AZ) vaccine after reports of small
numbers of people with blood clots, some with low platelets, occurring after vaccination

GACVS sub-committee reviewed data from EMA, UK, India, and the global database
EMA: 18 cases of cerebral venous sinus thrombosis (CVST) of 20 million vaccines
UK’s MHRA: 5 cases of CVST after 11 million vaccines

Conclusion:

- The vaccine continues to have a positive benefit-risk profile

-Available data: no overall increase in clotting conditions such as deep venous thrombosis
or pulmonary embolism following administration of COVID-19 vaccines.

‘Very rare and unique thromboembolic events in combination with thrombocytopenia,
such as CVST, have been reported following vaccination with AZ COVID-19 vaccine in Europe;
it is not certain they were caused by vaccination. 15
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Deep-dive: Reports of Thromboembolic Events - 2

Recommendations:

-Adequate education should be provided to health-care professionals and persons being
vaccinated to recognize the signs and symptoms of all serious adverse events after vaccinations
with all COVID-19 vaccines, so that people may seek and receive prompt and relevant medical care
and treatment.

-The GACVS subcommittee recommends that countries continue to monitor the safety of all
COVID-19 vaccines and promote reporting of suspected adverse events.

-The GACVS subcommittee also agrees with the European Medicines Agency’s plans to further
investigate and monitor for these events.

The statement was prepared by PVG and GACVS, posted on WHO website on March 19t 2021.

« https://www.who.int/news/item/19-03-2021-statement-of-the-who-global-advisory-committee-on-
vaccine-safety-(gacvs)-covid-19-subcommittee-on-safety-signals-relate

SAGE March 2021 meeting
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NEW: WHO Guidance for tracing events in pregnancy Follow pregnancy up to

delivery and document
outcome

L‘L<<‘§\

==

@ World Health
o Organization

v

AEFI in pregnant
woman

No Provide
feedback
to reporter

Detection and |
Concern in HCW/ " reporting

vaccinee

Serious AEFI or
AESI?

Report via
Standard AEFI
reporting form*

Not sure

Yes

AEFI in
neonate/infant

Investigation and causality
assessment

Standard investigation form

* Standard AEFI reporting form should be adapted to include UsedtW“h ZUpp'e(;?e”taW
e guestions depending on
nglchr(rt;c:jxi rt1o specify if AEFI reported after pregnancy exposure has whether AEF! reported in the

pregnant woman or in the

O Pregnant woman (obstetric outcome), neonatefinfant

O Neonate, or
O Infant
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Five early lessons learned in terms of vaccine safety surveillance
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&8/ Organization

e

The value of...

El K BB

Ongoing, real-time monitoring — e.g., lower anaphylaxis rates than the initial signal

Having the right tools and guidance to monitor safety in specific sub-populations —
e.g., frail people and pregnant women

Exposure data and background rates — putting events into context (the “Norway
experience”)

Networks — Earlier detection, better informed decisions and more coordinated response

An agile scientific committee — e.g., GACVS subcommittee and statements (3 so far)
deaths

Communication!

SAGE March 2021 meeting
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Thank you. Questions?

Rita Helfand and Shanthi Pal

19
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Back-up
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Training Aides & other resources h

==

Covid19 Specific

e 9Slides decks @ for each module accessed at https://www.who.int/publications/i/item/10665338400
« Safety modules included a part of NDVP training materials for

o HCW https://openwho.org/courses/covid-19-vaccination-healthworkers-en

o Vaccine roll out for countries https://openwho.org/courses/covid-19-ndvp-en

AEFI Investigation

o https://www.vaccine-safety-training.org/investigation/

AEFI causality assessment

» Part of iLearn. To be launched

DHIS2 — Training instance available
o https://github.com/dhis2/metadata-package-development/blob/master/metadata/AEF|/installation-guide-tracker.md
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Polio Eradication
SAGE
24 March 2021
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/GLOBAL
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2020 Achievements

CERTIFICATEOF A 20 OUTBREAKS CLOSED IN 8
WILD POLIOVIRUS FREE COUNTRIES*
AFRICAN REGION

CONTRIBUTION TO
COVID-19 RESPONSE

EMERGENCY USE LISTING FORA
NEW ORAL POLIO VACCINE
(nOPV2)

*Indonesia, Myanmar, Angola, Zambia, Ethiopia, CAR, DRC, Nigeria r CHILD
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Evolving COVID impact on surveillance POLIUpicen
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| |ERADICATION

Comparing AFP reporting by country, Apr-Sep 2019 and Apr-Sep 2020

e Marked impact on surveillance sensitivity
including high-risk areas compared to - W Decrease 10050%
’r“ B Decrease 49-25%
2 O 1 9 ﬁ i *ﬁ Decrease 24-1%
e Gradually improving AFP case reporting Rl ' N M Increase 2100%
. . ¥ ' \ ‘ﬁ'w'ﬂ'ﬂkﬁ\ B Increase 51-100%
since May 2020; however pre-pandemic T RN
reporting levels not yet reached B B o Change
F
M Apr-Sep (COVID comparison) Trends of reported AFP Cases Jan 2019-Jan 2021, by region
6000 800
5000 ke
600
4000 500 \
3000 400
\ Nl
- Wl Wi i Sl s
5 I " il ||| JRT
2019 2020 2021 2019 2020 2021 2019 2020 2021 2019 2020 2021 2019 2020 2021 2019 2020 2021 q
AFRO EMRO SEARO AMRO EURO WPRO

| Data in WHO HQ as of 16 Feb. 2021
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Global WPV1 & cVDPV Cases?, Previous 12 Months? DN I”EI@?&%@%@ER
L

ad FaN g
ﬂi;\) \X_ 1 e ﬁ{ T
o . _,/ ' ad -
— E ~ / R };\._,{(f
- )?,gm &
-
S & i)
== o [
e ) {
T 2t
\\l = :.%? “‘}’_m
'. ol
o4
‘1 @ WPV1 cases (latest onset)
o G = Pakistan 48 27-an-21
. Afghanistan 50 0l-Jan-21
{,SJ,I, @ CcVDPV1 cases (latest onset)
o 4 Yemen 26 25-Sep-20
% @ CcVDPV2 cases (latest onset)
w )

/!’\J%fo?;' Tajikistan 4 14-Feb-21
£ g”’»?'\é Afghanistan 324 07-Feb-21
fﬁj"l‘r Pakistan 102 14-Jan-21
W o DRC 65  24-Dec-20

: o I O 1
L~ /(g{(,::_:y i Sudan 57 18-Dec-20
=
"!\‘ I,A‘{{ﬁ_ < Sierra Leone 8 17-Dec-20

Gy
*"‘./_g Bk 21 mali 42 13-Dec-20
. 'th' - Nigeria 7 10-Dec-20
- "’\":'-*“G@‘%geiv’;;}::ﬁ" Benin 2 30-Nov-20 |
Sounth Sudan 47 30-Nov-20
o Chad 84  28-Nov-20
)/\:;i" Guinea 45 20-Nov-20
v, Burkina Faso 55 14-Nov-20
V'/"'P Congo 2 14-Nov-20
| CAR 3 29-Oct-20
é Somalia 14 25-Oct-20
‘\ Cote d'lvoire 70 18-Oct-20 Y
\ . Ethiopia 12 12-Oct-20 ,
o ?)\“__-_/-—w/ Cameroon 4 11-Sep-20
[ ] Endemic country (WPV1) Niger 7 2saug20 | LD

Togo 3 03-May-20
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[ ] Endemic country (WPV1)

v
¢

XN World Health
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ION

Pakistan

Afghanistan

Yemen

Tajikistan
Afghanistan
Pakistan
DRC

Sudan
Sierra Leone
Mali
Nigeria
Benin
South Sudan
Chad
Guinea
Burkina Faso
Congo

CAR

Somalia
Cote d'lvoire
Ethiopia

Cameroon

10
5

4
192
60
13
19
8
12
4

v

1

WPV1 cases (latest onset)

27-Jan-21
0l-Jan-21

cVDPV1 cases (latest onset)

cVDPV2 cases (latest onset)

14-Feb-21
07-Feb-21
14-Jan-21
24-Dec-20
18-Dec-20
17-Dec-20
13-Dec-20
10-Dec-20
30-Nov-20
30-Nov-20
28-Nov-20
20-Nov-20
14-Nov-20
14-Nov-20
29-Oct-20
25-0ct-20 |
18-Oct-20
12-Oct-20
11-Sep-20
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But ... Afghanistan and o WPVL Case 2020 (no140) AFG: 56; PAK<34 ERADICAT!

. ® cVDVP2 cases 2020 (n=439) AFG:304; PAK=135
Pakistan

Ongoing widespread wild virus transmission
with co-circulation of cVDPV2

® 140 wild polio cases in 2020 (165 during same
period in 2019

® Persistent transmission in core reservoirs of
Karachi and Quetta Block (Pakistan) & Southern
Afghanistan

® Expansion of transmission to previously polio-
free areas (North Sindh and South Punjab in
Pakistan; West and North regions in
Afghanistan)

® (o circulation of wild and vaccine derived virus
in both countries
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Distribution of cVDPV2 cases by WHO regions  POLICjzimon

2018-2021
1200
1000 . .o . .
Significant increase in number of cVDPV2
200 cases in 2020—cases more than treble
compared to 2019
600
More than 10-fold increase in EMRO
400 . .
region most likely due to large pool of
S susceptible population and partially due
_ to pause
, I
2018 2019 2020 2021 EVERY}
LAST
m AFRO ®m EMRO m WPRO m EURO ¢ CHILD
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nOPV2 readiness update

25 countries have submitted
documents towards
confirming readiness for
nOPV2 use, across three
regions

e Africa (22 countries)

e Europe (1 country)

e Middle East (2 countries)

3 countries have been
verified as ready to use

. nOPV2
[ Discussions ongoing (14) % ] : T e o Benin
) # | e

|| Preparations launched (4) [ o S H H

L 4 ; e Liberia
[T Verification in progress (22) L - ! .

ogeo i I 0 i b
B verified 3 el @ o - Nieer EVERYy,

S LAST

A ¢# CHILD
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CoViD Vaccine Introduction — POB Support

Share of the population fully vaccinated against COVID-19, Feb 14, 2021
Share of the total population that have received all doses prescribed by the vaccination protocol. This data is only
available for countries which report the breakdown of doses administered by first and second doses.

50%

10%

005% 01% 02%  05% 1% 2% 5% 20%

\ [

No data 0%

Source: Official data collated by Our World in Data — Last updated 15 February, 09:30 (London time) QurWorldinData.org/coronavirus + GC BY

200

0

[uny
w

vi Number décountries

0

0

GLOBAL
PULl ERADICATION
INITIATIVE
WHO-IPV 1coviD-19
worldwide
i

N

=

199019921994 1996 199820002002 2004 2006200820102012 20142016 2 1820202022

= Hepatitis B vaccines

=== Heamophilius influenzae type b vaccines
=== Pneumococcal conjugate vaccines

== Second dose of measles containing vaccines
== Rubella vaccines

e \UMPS Vaccines

= \/aricella vaccines

Rotavirus vaccines
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. S . GLOBAL
Insufficient progress towards eradication has triggered a strategy PUquFmﬂﬁ%TEIUN
revision to address the GPEl’s strategic and emergent challenges

The 2019 Endgame strategy did not adequately address:

: Strategic Elements : : Emergent Considerations :
| Emergency Collective GPEI Non-Epidem. | | nOPV2 COVID-19 Financial |
: Posture Engagement Structure Gaps / Needs : : Introduction Environment :
| I

D S S B e )

To ensure a comprehensive understanding of challenges and potential solutions, 300+ stakeholders engaged in the
GPEI’s most extensive and inclusive strategy process to-date, including :

35-Member
External 5 National

GPEI Partner 75 GPEI Country Technical
. Staff from 10 . .
Agencies Major Donors Rk AeIEE Stakeholder Governments
& SC J Staff (IMB, SAGE) el
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The resulting strategy seeks to drive a shift in two key ways across (\ERABICATION
both endemic and outbreak countries S
Emergency Focus Collective Engagement
oS
T £y
‘ - a
In this strategy, GPEI commits to: In this strategy, GPEI commits to:
» Re-establishing polio eradication as a * Better reflecting the needs, voices, and
public health emergency and priority of capabilities of the broad spectrum of
the highest order stakeholders on whom eradication
e Holding its governments, agencies and depends
global partners accountable for rapid * Rebalancing capacity and decision-making
progress, as a means of cementing the away from HQ-level towards regional and
emergency nature of the programme country teams

These overarching strategic shifts reflect the collective will of the six partner agencies (including country
and regional staff), donors, governments, and external experts engaged throughout the GPEI’s most LE%EI'RY
extensive strategy process to-date #5-CHILD
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The strategy will bring the GPEI to achieve its vision of eradication and PU qugﬁgsn%mmn
sustaining a polio-free world INITIATIVE

Two goals will deliver
on the vision of a
polio-free world

Generate vaccine demand Expedite progress through
through context-adapted expandedintegration efforts
community engagement and unified partnerships

Goal 1
Permanently interrupt all poliovirus

F 3

Seven enabling factors
are critical to the success
of the strategic objectives

Vision
Achieve eradication

v

and sustaina
polio-free world

Improve frontline
success through
changes to campaign
operations

Create urgency and

accountability through .

advocacy to generate Goal 2

greater political will 'Stop cVDPV transmission and prevent
outbreaks in polio-free regions

Five strategic
objectives provide the
means by which to
achieve Goals 1 and 2

Improve detection and
responsethrough
sensitive surveillance
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GLOBAL

GOAL 1: Permanently interrupt all poliovirus transmission in the L JERADICATIO!
< INITIATIVE

endemic countries

Lack of access in AGE-controlled areas of Afghanistan, resulting in 2.6 million children missed by campaigns since 2018
Partnership with Pashto speaking communities, which represent 15% of population but 85% of cases

Sub-optimal SIA performance, especially in key reservoir areas

Government ownership, particularly at the sub-national level

“Polio fatigue” from polio-only campaigns

Key

Challenges

Strategic Objectives

. Political Advocacy including a more proactive and strategic approach to partnering with governmental stakeholders from all levels in

T Afghanistan and Pakistan to build trust and advocate for polio eradication priorities, listening and responding to input and concerns through
two-way ongoing dialogue

Community engagement to foster greater co-ownership and vaccine receptivity in focus populations, including evolving the
composition, notably through an increase in female vaccinators to help overcome current issues in gaining access to homes

Campaigns reach all children through SIAs that directly address and resolve current government ownership and community
resistance challenges

Integration ensures mutual reinforcement of polio and other health/development programs, so as to engender partnership with
governments, communities, and adjacent health programs and ensure vaccines reach more children

EVERYz.
LAST &
§* CHILD

*  Surveillance evolves towards monitoring for polio and other vaccine preventable disease
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GOAL 1 TIMELINE: Interrupt WPV1 and report last cVDPV isolate by the

yGLOBAL
“INITIATIVE

end of 2023 and certify eradication of WPV1 at the end of 2026

Strategy

Milestones

2022
Implement programmatic Widespread

Pakistan

Afghanistan

improvements:
Changes to frontline
team management
New approaches

transmission limited to
only core reservoirs

4

for inclusive

engagement for Mechanisms in
priority communities place for equitable
Systematic, Rl access and OPV

consistent dialogue
with provincial
leadership

co-delivery through
integrated services

4

Intensified negotiation
efforts with AGE to
gain access

L 4

Continued implementation
of complementary
approaches to vaccination
In inaccessible areas

2023

*

Final, sporadic

chains of
transmission
eliminated

4

National and provincial
governments own and
are accountable for
polio eradication and
certification implications

Interruption of
WPV1 Transmission
and report last
cVDPV2isolate

4

Continued long-
term strengthening
of immunization
systems

SAGE March 2021 meeting

2024 2025 2026
4

Program continues
transition planning
for certification

4

Certify
Program deploys Eradication
mechanisms to of WPV1

prevent exportation
from Pakistan to
Afghanistan and
continues transition
planning for
certification (2024-
2026)
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GOAL 2: Stop cVDPV transmission and prevent outbreaks in polio-free PN 1N tanon
regions “4INITIATIVE

*  nOPV rollout and monitoring

* Lack of emergency posture and operations from both nations experiencing outbreaks and the GPEI

* Declining immunity levels to all types, especially type 2 among children born after the switch tOPV to bOPV in 2016

* Reach and quality of surveillance do not support the urgency of cVDPV, with sample collection to WHO HQ notification taking 55
days in many geographies

Key

Challenges

Strategic Objectives

Surveillance capacity improves to more rapidly detect, sequence, and initiate response activities across current outbreaks as well
as at-risk countries

i Political Advocacy ensures emergency posture and resourcing to accelerate outbreak response, as well as supporting the
transition of GPEI resources to governments

3@ Campaigns cover a large enough area with the right tools to ensure interruption of transmission, while providing operational
guidance and processes to manage potential scenarios and decisions related to nOPV use

‘ Integration drives coordination and co-delivery with parallel Rl programs to support population immunity to polio between polio
SIAs

Community engagement is sustained through activities which persist even in absence of polio, including community-based LE%ERY
surveillance (CBS) and communication activities which combat vaccine misinformation i3 CH".D
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GLOBAL

GPEI will also make enhancements across seven enabling factors that ~INITIATIVE
are critical to achieving both goals of the new strategy

GPEI has developed a revised Monitoring and Evaluation
Framework, with specific desired outcomes and KPIs to
better assess progress against the major milestones and
targets in this strategy

Delayed WPV1 interruption, expanding VDPV outbreaks,
and a complex donor landscape will require innovative
solutions to achieve goals

Risk,

Monitoring & Finance &

Evaluation Costing

Communications strategy will be aligned by the GPEI
across (e.g.) C4D, crisis communications, digital
communications, external communications, and
community engagement innovations, as the boundaries
between these various communications engagements fade

Vaccine supply and management are critical for the
success of the polio eradication programme and this
strategy. The GPEI forecasts, plans and implements the
supply of vaccines for immunization campaigns to be
conducted both before and after certification

Vaccine
Supply

eradication and progress toward polio eradication

Research
Prioritizing the solutions laid out in this strategy requires The GPEI Gender Equality Strategy, endorsed by the Polio
targeted research to address knowledge gaps and support Oversight Board (POB) in May 2019, guides the programme
innovation that is required for achieving and sustaining on gender as a powerful determinant of health outcomes

GPEI is making a series of structural changes to collectively
enhance decision-making, accountability, agility, and

effectiveness of the GPEI programme across the global and EVERY s,
regional levels.

LAST «
5 CHILD
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The five Objectives maintain effective eradication efforts but reflect

GLOBAL
INITIATIVE

the GPEl’s strategic shift toward greater urgency and collaboration

Objectives

Create urgency and accountability
through advocacy to generate greater
political will

Generate vaccine demand through
context-adapted community engagement

Expedite progress through expanded
integration efforts and unified
partnerships

Improve frontline success through
changes to campaign operations

Improve detection and response through
sensitive surveillance and containment

Key Areas of Evolution

A more structured approach to government engagement through a formal advocacy group
Increasingly systematic engagement with decisionmakers

Focused communication on the value of polio assets to health systems considering country priorities

New and proven approaches to community engagement based on sound evidence and context
Meaningful community participation in decision-making for vaccination campaigns and practices

Increased investmentin learning from other communities, experts, and health programs

Unified vision for leveraging the investments and mechanisms of other health programs
Improved coordination for planning, tracking progress and driving course correction at the country level

Systematic approach for targeting integrated service delivery using a decision-making framework

Increased accountability at all levels, with a focus on incentivizing transparency, morale, and problem solving
Better acknowledgement and incorporation of the needs of frontline workers

Strengthened approach to learning and improvement

Leverage technical expertise to support countries to take ownership of rigorous quality standards for AFP
surveillance

Improved efficiency and sustainability of environmental and community-based surveillance systems.

EVERYg,
LAST «
5 CHILD

SAGE March 2021 meeting





Session5.1_Oleary

Progress will be monitored through 1-2 distinct KPIs for each Objective

Objectives

Create urgency and
accountability through advocacy
to generate greater political will

Generate vaccine demand
through context-adapted
community engagement

Expedite progress through
expanded integration efforts
and unified partnerships

Improve frontline success
through changes to campaign
operations

Improve detection and response
through sensitive surveillance
and containment

GLOBAL
“JINITIATIVE

Outcomes

% of previously inaccessible districts made accessible through appropriate negotiation/agreements

% of countries with new detection of poliovirus that declare national public health emergency within one week of Outbreak
confirmation.

% of outbreak countries contributing domestic resources to outbreak response

% of target Districts with female vaccinators posted in their home communities

Demonstrated use of locally designed and implemented solutions to improve community engagementin polio and Rl campaigns
% of all OPV SIAs showing evidence that campaign awareness was >90% of all households (based on ICM and/or LQAS)

% increase of VPD SIAs that co-deliver bOPV

% of Gavi HSS investments allocated and tracked by Gavi full portfolio planning to polio priority sub-national geographies

% of integrated service initiatives that are implemented with an explicit gender balanced programme offerings and
representation.

% of all OPV SIAs that show showing evidence of coverage >=90% (based on LQAS and/or ICM)

Average # of days between outbreak confirmation and the onset of first SIA

% of campaigns where microplans were developed via integrated planning workshops (inclusive of EPI, social and GIS)
% of target countries that meet requirements for nOPV2 usage

% of ES sites meeting sensitivity threshold of at least 50% samples positive for enterovirus over 6 months

% of samples that reach labs within 7 days and tested/sequenced within 28 days of receipt

% of Districts achieving NPAFP rate of > 2/100,000

EVERYz.
LAST &
§* CHILD
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2021 Funding Needs POLIQ:Acicamon

INITIATIVE

Projected gap - $166m, based on detailed mapping of foreseen resources to budget needs.

Laboratory 1M (1%) —
Campaign Ops ..
M (4%) \

Technical Assista...
1M (7%)

| Outbreak
78M (47%)

166M

Gap (excluding Surplus)

Stockpiles For Er (Opv2) / r'CHILD
57M (34%)
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POLIC

GLOBAL
ERADICATION

INITIATIVE

Polio Endgame
Strategy 2019—2023

Eradication, integration,
certification and containment
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Main Objective

SAGE to consider endorsing the recommendation
from the SAGE Polio WG
on use of Sabin based IPV (sIPV)
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Why do we need specific recommendation on sIPV?

There is no clear statement on LG Chem Eupolio, the first sIPV
the use of Sabin IPV (sIPV) in product was WHO prequalified
previous SAGE recommendations on Dec 21 2020
e Currently there is no policy e This is the first WHO prequalified sIPV
recommendation on the use of sIPV product
e The current polio position paper mentions e Other sIPV products will likely follow
sIPV in the context of biocontainment e Countries and WHO regions are seeking
requirements policy guidance on the use of sIPV as it is
e Guidelines on the use of sIPV — dosing and now available for procurement through

schedule are lacking UNICEF mechanism

SAGE March 2021 meeting 3





Session5.2_Sein

Differences between Salk IPV(wIPV) and sIPV

e Inactivated WPV strains e [nactivated Sabin strains

e Established international standard to measure e \Wide variability in measurement of Ag content
antigen content/potency e Manufacturers use different Ag contents in
e D Ag content/unit: 40:8:32 (DU) their products

e Manufacturing facilities located in Europe e [n Nov 2018, ECBS recommended defining
e GSK Belgium new international standard antigen unit [sDU]
e BBio Netherlands e Manufacturing facilities located in emerging

e Sanofi Pasteur France countries
e S|I - bulk from BBio e Lower biosafety risk in case of facility breach
e WHO POL-Intravacc collaboration to support
technology transfer to facilitate sIPV production
— LGChem sIPV is first product from this
collaboration

* https://www.who.int/biologicals/BS.2018.2338 sIPV_IS_Collaborative_Study_Report_version.pdf
SAGE March 2021 meeting 4
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Multiple Published Clinical Trials using sIPV

Japan Tetrabik (2012) https://www.pmda.go.jp/files/000153343.pdf
Qauttrovac (2012) https://www.pmda.go.jp/files/000153291.pdf
Poland
Phase | Verdijk et al (2014) [Intravacc] https://pubmed.ncbi.nlm.nih.gov/24063976/
Cuba
Phase | Resik et al (2014) [Intravacc] https://pubmed.ncbi.nlm.nih.gov/25131734/
Decay Resik et al (2015) https://www.sciencedirect.com/science/article/pii/S1879437815000121
Panama
Phase I/l Cramer et al [Biken TT to Takeda] https://www.sciencedirect.com/science/article/pii/S0264410X20307362?via%3Dihub
Thailand (Phase Il) Capeding et al (2020) [Intravacc TT to LGChem] https://pubmed.ncbi.nlm.nih.gov/33351072/
Philippines (Phase Il1) Capeding et al (2020) [Intravacc TT to LGChem]
China
Phase Il Tang et al (2021) [Intravacc to BJMH] https://www.tandfonline.com/doi/abs/10.1080/21645515.2020.1745593?journalCode=khvi20
Phase lll Liao et al (2016) [IMBCAMS / Kunming] https://pubmed.ncbi.nlm.nih.gov/27658691/
Phase Il (cross neutralization of subset) Sun et al (2017) (IMBCAMS / Kunming) https://academic.oup.com/cid/article/64/10/1317/3737858
Phase lll He et al (2020) [CNBG] https://pubmed.ncbi.nlm.nih.gov/32442523/
Hu et al (2020) [Intravacc to Sinovac] https://academic.oup.com/jid/article/220/10/1551/5431722

Phase IV Jiang et al (2020) [IBCAMS / Kunming] https://www.sciencedirect.com/science/article/pii/S0264410X21000438

* s|PV demonstrated to be non inferior to Salk IPV in terms of immunogenicity

e Safety signals comparable to Salk IPV

SAGL Viarch ZUZ1 meeting 5



https://www.pmda.go.jp/files/000153343.pdf

https://www.pmda.go.jp/files/000153291.pdf

https://pubmed.ncbi.nlm.nih.gov/24063976/

https://pubmed.ncbi.nlm.nih.gov/25131734/

https://www.sciencedirect.com/science/article/pii/S1879437815000121

https://www.sciencedirect.com/science/article/pii/S0264410X20307362?via%3Dihub

https://pubmed.ncbi.nlm.nih.gov/33351072/

https://pubmed.ncbi.nlm.nih.gov/27658691/

https://pubmed.ncbi.nlm.nih.gov/27658691/

https://academic.oup.com/cid/article/64/10/1317/3737858

https://pubmed.ncbi.nlm.nih.gov/32442523/

https://academic.oup.com/jid/article/220/10/1551/5431722

https://www.sciencedirect.com/science/article/pii/S0264410X21000438



Session5.2_Sein

Japan and China use sIPV in Routine Immunization
(Not WHO Prequalified Products)

e 25.4M sIPV doses administered between ¢ 100.2M slIPV doses administered between
April 2013-Dec 2020 May 2016-Feb 2021

e [PV in RI e |IPVin RI
* sIPV (87% 2013-2020; 99% Oct-Dec 2020) * sIPV (71% in 2020)

e sIPV introduced April 2013. Supplied by: e sIPV introduced May 2016 (1 dose), moved to
e Biken (Tetrabik) 2 dose schedule in Dec 2019. Supplied by:
e Chemo-Sero-Therapeutic Research Institute * Kunming Institute of Medical Biology

(Quattrovac) e BBIBP (CNBG)

¢ s|PV administered as DTaP-IPV subcutaneous ¢ s|PV administered as stand-alone vaccine, IM

injection at 3, 4, 5 mo (booster 12-18mo) injection at 2, 3 mo

Data sources: National Institute for Food and Drug Control (private market); Surveillance of adverse event following immunization in
SAGE March 2021 megtingn 2014, 2015, 20166, 2017, 2018, published at Chinese Journal of Vaccines and Immunization; AEFI data sourcéd from China AEFI
Data source: Ministry of Health, Labour and Welfare, Japan passive surveillance system; Vaccine doses administered sourced from National Immunization Management System
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Systematic Review and Meta-Analysis:
immunogenicity following 2 and 3 doses of sIPV or wilPV

e Systematic review of 2 and 3 doses of sIPV/IPV studies
* Matched for age at first dose of IPV administration for inclusion

Number of studies Number of study arms included for the systematic review
included for
systematic review

IPV alone IPV + bOPV All
Sabin 10 11 1 12
Salk 23 24 1 25

Total

SAGE March 2021 meeting





Meta=dtial{sis of Type 2 seroconversion following two doses of sIPV or wiPV
by age of the child at first dose of IPV administration

Only one
Study study ES (95% CI)

2 sIPYW with first dose administered at 8 weeks
He et al, Lancet Inf Dis 2020 8 0.95 (0.91, 0O.98)

2 1PV with first dose administered at 8 weeks

Cuba Coll Study, MEJMN 2007 -= L 0.89 (0.79, 0.95)
MMohmmad et al, NEIJN 2010 ) 0.91 (0.85, 0.91)
O'Ryan et al, Lancet Inf Dis 2015 ] 093 (0.89, 0.96)
O'Ryan et al, Lancet Inf Dis 2015 ) 0.91 (0.85, 0.95)
O'Ryan et al, Lancet Inf Dis 2015 I 096 (0.92, 0.98)
Subtotal (In"2 = 41.52%;, p = 0.14) 0.92 (0.90, 0.95)

2 sIPVW with first dose administered at 16 weeks
Unpublished (China, sIPW trial) —_—l—- 0.99 (0.96, 1.00)

Lancet Western Pacific, Accepted —- O 99 (0.97 1 00
subtotal (I~2 = .26, p = .) <=__ > |0.99 (0.98, 1.00)

2 1PV with first dose administered at 16 weeks

Resik et al, NEJM 2013 —l 1.00 (0.98, 1.00)
Resik et al, JID 2019 B 1.00 (0.87. 1.00)
Subtotal (12 = .26, p = .) <] |1.00 (0.99, 1.00)
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summary

e Country experience and clinical studies suggest that there are no safety issues
with sIPV and that immunogenicity of sIPV and wlPV is no different

 There is currently one WHO prequalified sIPV product; more products may
become prequalified

e Countries/regions are seeking simple recommendation on use of sIPV;

e Polio SAGE WG will present their conclusion in the following presentation

SAGE March 2021 meeting
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Thank you for your attention!

SAGE March 2021 meeting
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GLOBAL
POLICGSG

nOPV2 roll out: an update
Simona Zipursky, co-chair, GPEI nOPV2 working group
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Since the October 2020 SAGE

EUL (Emergency Use Listing) for nOPV2 issued in November 2020

* 400,000,000 doses of nOPV2 expected to be available over 2021

* To date 68,112,000 doses of nOPV2 have been accepted into the
global stockpile

e 37,295,000 doses have been authorized for release by the
WHO/DG and shipped to countries

* Global and regional readiness verification processes set up and
launched, to ensure countries meet the EUL requirements and SAGE
initial use criteria prior to deployment of the vaccine

¢ C(Clinical studies continue

e Additional Ehase Il study in polio vaccine naive newborn infants
(Bangladesh)

e Concomitant administration of nOPV2 and bOPV (Bangladesh)
e Phase Il study (Gambia)

SAGE March 2021 meeting
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Ensuring nOPV2 readiness at country level

All countries using nOPV2 while under an EUL recommendation are required to meet pre-defined
readiness requirements before the vaccine can be shipped to the country

CLEARLY MAPPED OUT REQUIREMENTS SUPPORTING GUIDANCE AND READINESS VERIFICATION

TOOLS PRIOR TO USE/ DOSE RELEASE

dditional Tachnical
Guidance Documants

# plan has been developed to cany our active case
searchesin all pricrity sites in each geographic area

where nOPY2 was used, one manth following
nOPY2 useinthat area

A plan has been developed ta colct vaceination 0
coverage data fram age-matched, randamly
selected community members around AFF VOFY2

nil

2
An AFP Case Investigation Form has been adapted o
AFP Surveillance |PolioField andLaboratory (03 I 12 and SIA OPY o
(see "Surveilance”  |Surueilance requirements in A Desk Feview has been leted [=]
tab for funther the context of nOPYZ use and aplan has been developedto address
dersilslactiiesto identifiedwesknesses relevant to nOPV2 use (may
coniden be performed with support from the GREI
jut] Task Team: “Suyeillance"tah]

A plan has been developed for systematic contact [=]
sampling of all AFP cases for B marths sfter an
05 COPYZ o pbresk reanonse

The caurtry achisves 2 NPAFF rate =2 at the [=]
nationallevel and in at least 805% of alldisticts uith
06 maore than 100000 people s0sd under 15 uear:
The courtry meets stool adequacy of 280 atthe o
nationsllevel and in atleast 603 of all disticts
o? rsnantina AFP ca

Read First | Checklist | CCLVM | Suneilance | safety | ACSM | @

The Readiness Checklist and other tools can be found
on the nOPV2 website:
http://polioeradication.orq/nOPV2
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Preparing for nOPV2 use

Experience to date shows

to meet nOPV2 readiness
requirements, assuming functional
Environmental Surveillance is in place

Countries need to be ready to use nOPV2
they detect VDPV2s to enable a rapid
outbreak response

43 countries at high-risk of VDPV2 have been
identified within each region and
WHO/UNICEF Regional Offices in Africa,
Europe and the Middle East are currently
working with these countries to prepare for
nOPV2 use

Which countries are classified as high risk?
e Countries with current VDPV2 detections in AFP or ES
surveillance

e Countries that have had a cVDPV2 detection in the past 6-
12 months

e Countries that border countries that meet the above
criteria

e Other countries in regions where cVDPV2 has been
detected that do not meet these criteria but would like to
be prepared for a possible VDPV2 detection and
subsequent response with nOPV2 may also wish to start
preparations

SAGE March 2021 meeting
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nOPV2 readiness update

Discussions ongoing (14)
Preparations launched (4)
Verification in progress (22)
Verified (3)

SAGE March 2021 meeting

25 countries have submitted
documents towards
confirming readiness for
nOPV2 use, across three
regions

e Africa (22 countries)

e Europe (1 country)

e Middle East (2 countries)

3 countries have been
verified as ready to use
nOPV2

e Benin
e Liberia
* Nigeria
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Focus for the next months

* Successful roll out of nOPV2
e Ensure all high-risk countries prepare for nOPV2 use

e Support safety data gathering and analysis to enable
GVACS nOPV2 sub-committee to advise SAGE on moving
out of the initial use period

e Gather and analyze field data from outbreak response use

e Evaluation of nOPV2 genetic stability (lead:
CDC/NIBSC)

* Assessment of wastage levels with 50d vial
presentation across different settings/strategies
(UNICEF)

* Effectiveness/seroprevalence of nOPV2 in the field
(Imperial/WHO with nOPV2 WG/Research & Analysis
Sub-group)

* Implement key clinical studies to guide policies and enable
full licensure and PQ of nOPV2 (target 2023)

SAGE March 2021 meeting
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THANK YOU
MERCI

For more information on nOPV2:
http://polioeradication.org/nOPV?2

Questions:
Email nOPV2@who.int

SAGE March 2021 meeting
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Update to SAGE on nOPV2 safety monitoring and transition from initial to wider use

March 2021
Grace Macklin

(@) sersrear unjicef@ Rotary < [(@BL & bueiainos .. Gavi@)
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GLOBAL
Previous SAGE conclusions and recommendations INITIATIVE

October 2020
SAGE endorsed framework for nOPV2 use in outbreak response

Phase A Phase B Phase C Phase D
Prior to EUL Initial use of Wider use of Licensed use of
recommendation nOPV2 under nOPV2 Under nOPV2
EUL EUL

* SAGE recommended an independent safety monitoring group for assessment of safety
data is established for use under EUL (Phase B and C)
e Recommended GACVS to advise on safety monitoring

* SAGE requested to review decision process to transition between Phase B and C
* SAGE will review the findings from initial use to endorse transition once data is EVERY .

: LAST
available CHILD
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GLOBAL
1: Update on nOPV2 safety monitoring and evaluation POLICzpicsmon
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GLOBAL
1: Update on nOPV2 safety monitoring and evaluation INITIATIVE

A GACVS sub-committee on nOPV2 safety has been established and the first meeting was held in January 2021

Composition:

* 8 members, GACVS safety experts (3), Polio virus
experts (5)

e Chair GACVS (Rita Helfand) is member

Co-chairs:
e DS Akram (Vice Chair GACVS)
e Peter Wright (Chair DSMB WHO Polio)

Co-secretariats:
e GACVS (Madhava Balakrishnan)
e POL (Carolyn Sein)

Analytic support:
e Initial use period - P95 (external consultant) and

cDC EVERY,
LAST «
e Wider use period - P95 #=CHILD
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GLOBAL
1: Update on nOPV2 safety monitoring and evaluation INITIATIVE

Role and Responsibilities, Timeline, Deliverables

Review regular analysis / report / summary of safety data generated during use of nOPV2 over Convene regUIarly to
the entire period of EUL. These reports will include summarised and analysed data for: review safety outcomes

- AEFI, AESI (VAPP);

- Review any reported SAEs on an emergency basis as required; ) Monthly fOF Imtlal B2

period

- Relevant documents such as causality assessments, medical reports, investigation forms;

- quarterly thereafter

Provide
recommendations
GACVS sub-committee will also have access to the evaluation of safety outcomes related to: Convene after each mass on safety outcomes
- Genetic stability of nOPV2; the GACVS sub-committee on nOPV2 Safety may provide comment vaccination cam pa lgn to nOPV2 WG
/ query, however the scope of in-depth evaluation and assessment of the genetic data will be round
conducted by the already established nOPV2 Genetic Characterization Sub-Group
- High risk groups, including from the observational study of pregnant women and surveillance of
individuals with primary immunodeficiency (where relevant) RepOI"t
-12-13 wks + 14 d to full GACVS
Provide recommendations in the following areas:
- Independent assessment of safety after each nOPV2 campaign during the initial use period; Convene on an ad-hoc
- Recommendation when safety data is sufficient to support the move from initial to wider use of basis in th t
—— | e asis in the event severe
:.. - Once nOPV2 use is expanded beyond the initial use period, provide a quarterly report; Safety SIgnals are Ev ERY
- - Recommendation to discontinue nOPV2 use (temporarily or permanently) based on safety data re ported

LAST «
CHILD
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GLOBAL
. o . PUquEnAmcmmN
2: Transition from initial to wider use of nOPV2 INITIATIVE

Phase A Phase B Phase C Phase D
—

Prior to EUL Initial use of Wider use of Licensed use of
recommendation nOPV2 under nOPV2 Under nOPV2
EUL EUL

» Countries that can meet
initial use criteria and
PDM requirements can
use nOPV2

» Countries that cannot
meet initial use criteria
continue to use
mOPV2/tOPV

SAGE March 2021 meeting





Session5.4_Macklin

~GLOBAL
2: Transition from initial to wider use of nOPV2 S INMATIVE
Phase B Phase C
Initial use of r:gigsrzujﬁ d(gr
nOPV2 under EUL
EUL
e Still under EUL so post-deployment Initial use criteria:
monitoring still required 1. VDPV2 detection
2. Capacity to acquire and distribute the vaccine in a timely manner
e The “essential initial use criteria” will 3. Capacity to conduct post-deployment surveillance including:
no longer be required *  AFPsurveillance
* Environmental surveillance
= AEFI/AESI surveillance
4. Country capacity to respond to an unanticipated finding
A time-period of 12 weeks from mOPV2 use in the area. EVERYz.
AST &
1% CHILD
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~GLOBAL
Transition from initial to wider use of nOPV2 R Ll
Phase B Phase C
Initial use of Wider use of
nOPV2 under nOPV2 Under
EUL EUL
» More countries able to use nOPV2 Initial use criteria:
instead of mMOPV2 1. VDPV2 detection
* Those without ES [2. Capacity to acquire and distribute the vaccine in a timely manner
* Those with weaker AFP systems (no 3. Capacity to conduct post-deployment surveillance including:
minimum thresholds must be met) R, i
* Those that have recently used mOPV2 surverfance
« [Environmental surveillance |
= AEFI/AESI surveillance
4. Country capacity to respond to an unanticipated finding
A time-period of 12 weeks from mOPV2 use in the area. EVERY
AST &
3% CHILD
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. . . PDLIUE#QE?&MIDN
Transition from initial to wider use of nOPV2 INITIATIVE

Decision-making process

SAGE March 2021 meeting





Session5.4_Macklin

GLOBAL
Transition from initial to wider use of nOPV?2 il

The GACVS sub-group will review safety data after campaign/s in initial use

|

The GACVS sub-group will make a recommendation to GPEI once safety data is
sufficient to support move from initial to wider use (may inc. multiple countries);

|

Presented to SAGE Polio WG for assessment (ad-hoc)

\ EVERYg,

LAST «
Presented to full SAGE for review and endorsement (ad-hoc) " CHILD
{i
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GLOBAL

Transition from initial to wider use of nOPV2 MERALR:

will be the main consideration in the decision to move

beyond initial use.

will support the decision to move beyond initial use. All
available genetic data will be included at the time of the decision.

in the field will not be evaluated for the move beyond initial

use.

The amount of data required will depend on quality of surveillance, size of
response, frequency of safety signals and the setting of nOPV2 use. Therefore, we
will not focus on absolute numbers of doses or rates of events.

The emphasis will on high-quality data demonstrating an absence of any red flags:

e Clusters of AESIs / AEFIs / AFP cases, related to vaccination
EVERY

ST
5 CHILD
-
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GLOBAL
POLIOS: e

Transition from initial to wider use of nOPV2

nOPV2 will be used under 'initial use’ until at least June 2021
Week of June 19th would potentially be first opportunity for SAGE WG to endorse 'end of initial use', assuming first use starts week of March 6th

R2 data
analysis
complete
+ review
by GVACS
sub-group

R1 data
analysis
complete
+ review

by GVACS
Day 72

sub-group
Day 0 Ravl 2 All R1 data gathered
Round 1 EpcloflopeEk and ready for analysis
FU for R1

Start of
campaign

+12w-13w +14w  +15w +17w

EVERY
LAST )

r'CHILD
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NnOPV2 versus mOPV?2 for
Outbreak Response

Is it better to delay and use nOPV2
or to use mOPV2 sooner despite the risk of new cVDPV2 emergences?

Laura Cooper, Isobel Blake, Nicholas Grassly

Imperial College London
February 2021
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Analysis framework: the association between time to response and the

total number of cases of all closed cVDPV2 outbreaks, accounting for
population immunity.

We attempt to predict on average:

* Size of an outbreak when responding quickly with
mOPV?2 [Scenario A]

 Size of an outbreak when responding with nOPV2, oW
. . . Size O
allowing for different delays [Scenario B] B tlonal cases
We then estimate the number of additional cVDPV2 brobability of from delay

cases arising from the emergence and spread after emergence outbreak
mOPV2 use in Scenario A by

Size of
ki
. . : Size of OUtbrea\\z\ responding A -
M . o d\ng qu\c
e Estimating the probability of emergence of new cvDPV2 WEEEE

¢ We assume that nOPV2 does not result in new VDPV2 mOPV2 [A] A nOPV2 [B]

emergences and that nOPV2 has the same efficacy as
mOPV2
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Larger VDPV2 outbreaks associated with longer time from
onset of paralysis to response and lower OPV2 immunity

Factor Adjusted Relative  95% Crl B ADCHLO
Outbreak Size RDC-TPA-1

Time from AFP onset/ES 1.09 (1.01-1.19) RDC-MAN-
collection to first response
(1 week increase)

Emergence
=
i
P
®

Size of first SIA response 0.99 (0.94-1.03)
(100,000 doses increase) NIE-SO

O-4 Notification to SIA
OPV immunity at time of onset  0.72 (0.56-0.92) s e
6

(10% increase)

Onset to Notification

20 30 40
Weeks

=
ok
0
@)
&
- T

—_—

Negative binomial regression model (n=28 emergences)

Not pictured in B: ANG-LUA-1, CAF-BIM-2, CAF-BIM-1, CAF-BAM-2, RDC-HKA-1, RDC-KAS-2, NIE-S0S-4, ETH-SOM-1

SAGE March 2021 meeting





Session5.5_Mach

Probability cVDPV2 emergence per mOPV2 SIA

Year of campaign mOPV2 SIAs (median, [95% Cl]) Per-SIA emergence
probability [binomial 95% Cl]

Linked to emergence** Total

2016 2[1-2] 11 18% [2-52]

2017 4 [4-4] 20 25% [6-44]

2018 21 [17-24] 34 62% [44-78]

2019 13 [11-14] 119 11% [6-18]

Overall 37 [32-41] 184 20% [15-27]

Region (2016-2019) mOPV2 SIAs Per-SIA emergence
Linked to emergence** Total probability

AFRO 31 [28-36] 159 20% [14-27]

EMRO 6 [4-7] 22 27% [11-50]

*Adjusting for potential linkage of ANG-MOX-1, ANG-LUA-1, ANG-LNO-2, ANG-HUI-1, ANG-LNO-1, RDC-KAS-1, RDC-KAS-2, RDC-KAS-3: 18 [15-22]
**Not linked to mOPV2 SIA: cVDPV2, cVDPV-A, NIE-SOS-2, PAK-GB-1, PAK-GB-2, PAK-GB-3, PAK-KOH-1, PAK-PB-1, PAK-QTA-1, RDC-HLO-1, SOM-
BAN-1, SYR-DEI-1, SYR-1
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Delay of nOPV2 by more than 3 weeks will likely
result in a higher number of cVDPV?2 cases
compared to mOPV2 use

Scenario Time from onset of first Expected number of cVDPV2 cases (95% Crl)
case to first SIA Original Newly emerged Total
outbreak outbreak
Using mOPV2 8 weeks 20.9 (6.0-56.9) 8.4 (2.4-22.8) 29.3(8.4-79.7)
Using nOPV2 8 + 3 weeks 28.3(7.1-83.2) 0 28.3(7.1-83.2)
8 + 4 weeks 31.4(7.4-95.2) 0 31.4 (7.4-95.2)
8 + 8 weeks 48.1 (8.6-168) 0 48.1 (8.6-168.4)

Assuming 2 rounds mOPV2/n0OPV2 to 1 million population, 0% population immunity from OPV2, same efficacy of nOPV2 and mOPV2,
40% probability of seeding a new emergence following 2 rounds mOPV2 and no risk of further emergences from nOPV2

Note the high variation in outbreak size but nevertheless, evidence remains for increasing outbreak size as the response is delayed,
which is larger on average than the predicted number of cases from a fast response with mOPV2
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R Similar outcome of a model developed by Kid
Risk Inc. (different methods same outcome)

e Responding as quickly as possible with available mOPV2 critical

* reduces the expected burden of disease in the outbreak population
(exportation of cVPDV2 virus much worse than exportation of mOPV2); and

* reduces the chances for the outbreak virus to spread to other areas

REF: Kalkowska DA et al. Serotype 2 oral poliovirus vaccine (OPV2) choices and the
consequences of delaying outbreak response, In review

SAGE March 2021 meeting





Session5.5_Mach

Conclusions

e A 4-week delay in outbreak response increases the expected number of cVDPV2
cases in an outbreak by 50%

» Best estimate of risk of new cVDPV2 emergence is 20% per mOPV2 round

* In terms of minimizing paralysis, an immediate response with mOPV?2 is favored
over a delayed response with nOPV2 if the delay is longer than 3 weeks

* Where pre-outbreak OPV2 immunity is higher (>40%), the delay could be slightly longer

* nOPV2 use carries additional benefits not quantified by this analysis — for
example, gaining knowledge about efficacy of new vaccine

e Preparing countries to be ready for nOPV2 use in advance of detection of
outbreaks is an optimal scenario

SAGE March 2021 meeting
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Session Overview

® Update from the Global Polio Eradication Initiative (A. O’Leary)

— For information

® s|PV: update on PQ product (C. Sein)

— For recommendation: use of sIPV in polio program

® Update on nOPV?2 including results from modelling of delay in response to
cVDPV2 outbreaks (S. Zipursky, G. Macklin, O. Mach)

— For information: first use and safety oversight of nOPV2

— For recommendation: mechanism of transition from initial to wider use of nOPV2

— For recommendation: statement on benefit of immediate response with mOPV2 versus
delayed response with nOPV

® Report from SAGE Polio Working Group including considerations for sIPV
use (I. Jani)

viarc U meeting





Outcomes of the SAGE Polio WG

Meeting
16-18 February 2021

SAGE WG Co-Chairs
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Polio WG: Topics for review and decision

® Topics for review/information:
— Update on status of the GPEI program in the context of COVID pandemic

Update on status of nOPV2 development

® Expected outcomes of the meeting:

To recommend on the use of sIPV by polio program
To recommend on the criteria for nOPV2 transition from initial to wider use

To advise on how to proceed formulating a recommendation on the use of
nOPV2 in WPV1 endemic countries

To advise on the risk benefit analysis of delaying outbreak response in order
to use nOPV2, or proceeding using mOPV2 despite the risk of cVDPV2
emergences
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Polio WG: Programme update

The WG expressed concern over the expanding outbreaks of cVDPV2 in Africa,
Pakistan and Afghanistan, which are spreading into new areas (Tajikistan, Egypt, Iran),
and the continuing WPV1 and cVDPV2 transmission in the two endemic countries.

The WG emphasized that COVID-19 will be ongoing in 2021 and will continue to
impact both polio eradication and broader health services.

— The WG highlighted the importance of integration with other health services in high-risk
countries and regions.

The WG noted that the new GPEI strategy is planned to be completed by the end of
March 2021 and expressed concern over the budget gap of US$ 166 million.

The WG stated that the persistence of polio is a failure of delivering essential
immunization and basic health services to the most deprived parts of the world.

— Strengthening the primary health services and delivery of essential immunization is critical
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Polio WG: IPV
Supply and Demand

IPV Supply & Demand 2021

20,000,000

18,000,000

16,000,000

14,000,000

12,000,000

10,000,000
8,000,000 : '
6,000,000 - -

4,000,000

B | S L
. 1 ]

January February March April May June July August September October November December

. Routine s Outbreak Catch up B = Availability

Dramatic change from previous years — IPV in sufficient supply
2015 to 2018 — Supply was prioritized to highest risk countries
2019 — All countries able to introduce single dose of IPV but catch-up immunization still needed to be prioritized
2020 —In the end of the year had excess doses not being utilized
2021 — More than sufficient supply to cover the projected demand (around 100 million doses)
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Polio WG: IPV

In 2020, COVID19 delayed the planned implementation of catch-up activities in
16/18 countries. As of February 2021, 66% of the global missed cohort have been
vaccinated.

— SAGE WG re-iterated the importance of inclusion of IPV catch up in COVID-19
recovery activities

Following the October 2020 SAGE recommendation, Gavi support for the
introduction of second dose of IPV has been approved in 28 countries.

The SAGE WG noted that as the Gavi Board are to discuss the topic of IPV-
containing wP-Hexavalent and requested that this is on the agenda for the WG
meeting in September 2021.

A viarc U meeting






Session5.6_Jani

Polio WG: Sabin IPV (1/2)

T R . - The Journal of Infectious Diseases

~—— a'\ & - 1
e IAIDSA (e
Eupolio r B | |
cabin Inactivated Polio Vaccine \ Safety and Immunogenicity of a New Inactivated Polio
S Vaccine Made From Sabin Strains: A Randomized, Double-
gl o S Blind, Active-Controlled, Phase 2/3 Seamless Study
N\ Bl — e M emdo Copieg Grses Devt G G Pslmch GheduheChrss e T oo s Jouo G

—————

pong. pon Uppala,” Ki prasop ! Yunjeong Yang, ™ Song Han,' and Orasri Wittawatmonghkol ™

® The SAGE WG noted that LGChem (Eupolio) is the first WHO prequalified sIPV product
and a full review of the product has been conducted by WHO prequalification team.

® The SAGE WG reviewed key publications and data on the immunogenicity and safety
of Sabin IPV (both from clinical trials and experience from national immunisation
programmes in China and Japan).
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Polio WG: Sabin IPV (2/2)

® The SAGE WG were satisfied to consider prequalified sIPV

equal to conventional Salk IPV.

— To raise awareness and avoid any confusion, the WG recommends SAGE to issue
statement to this effect.

® The SAGE WG also emphasised the long-term importance of
sSIPV as a strategic option for the GPEI to ensure adequate
global IPV supply.

II|I Iarc IIII meelng





Polio WG: nOPV (1/4)

RECOMMENDATION FOR AN EMERGENCY USE LISTING
(EUL) OF NOVEL ORAL POLIO VACCINE TYPE 2 (nOPV2)
SUBMITTED BY PT BIOFARMA (PERSERO)

® SAGE WG were pleased to hear that on November 13, 2020, nOPV2
became the first vaccine to be approved under the WHO EUL pathway.

® The WG acknowledged the effort to roll out nOPV2 on an accelerated

timeline

— Two countries were fully verified as ready for nOPV2 use with doses released (Liberia,
Nigeria) and plans for March outbreak responses.

® The WG emphasized that countries identified as being at high risk of
VDPV2 detection should begin preparing for nOPV2 use now, in order
to be able to conduct a timely response with nOPV2 while it is under
the EUL.

II|I Iarc IIII meelng
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Polio WG: nOPV (2/4)

Phase A Phase B Phase C Phase D
— ‘C y
Prior to EUL Initial use of Wider use of Licensed use of
recommendation nOPV2 under nOPV2 under  / nOPV2
EUL EUL

® The WG welcomed the establishment of the GACVS-subcommittee on nOPV?2 safety.

® The WG agreed with the mechanism for transitioning from initial use to wider use and
recommended that it be presented to the SAGE for endorsement.

® The SAGE WG welcomed the timeline for transition to wider use, agreed with the
decision points outlined in the timeline and were comfortable to schedule an ad-hoc
meeting as necessatry.
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Polio WG: nOPV (3/4)

Co-administration with bOPV in WPV1 endemic countries

Implication

+ Operational feasibility and cost-savings

- Risk of seeding new VDPV2 outbreaks, impact on
immunogenicity

+ Improved immunogenicity

o - Two separate campaigns delays deployment of vaccine

Use nOPV2 and bOPV separately ) and requires high resources (human/financial)

- Inrestricted areas, only providing protection against one serotype
during opportunities to vaccinate

[ ]
p

[ ]

.. + Operational feasibility and cost-savings
Co-administration of nOPV2 and bOPV ) o o -
- Potential risk of recombination and impact on EVERY)
immunogenicity LAST
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Polio WG: nOPV (4/4)

Co-administration with bOPV in WPV1 endemic countries

During the initial use phase of nOPV2, it is recommended that bOPV and nOPV2 should not be
co-administered in a single campaign.

There was consensus from the WG that the GPEI should have the option of co-administration
of NOPV2 and bOPV during the wider use phase of nOPV2 (tentatively Q3 2021), conditional
on:

— No indications of rise in recombination events leading to reversion during initial use phase as determined by the
genetic characterization

— General safety: No safety signals as determined by GVACS sub-committee

A nOPV2 and bOPV co-administration study is ongoing in Bangladesh (initiated February
2021), with results expected from February 2022.

The WG agreed to revisit this subject after the initial use period, when there is more data
available and assess the risks and benefits of co-administration.

— Considerations include risk of recombination, impact on immunogenicity, general safety and operational feasibility






Session5.6_Jani

Risk benefit analysis of delaying outbreak response and using
NOPV2 or using mOPV2 sooner

Size of new
® The WG acknowledged the important and timely outbreak Add‘\t'\ona\ cases
probability Of from delay

analysis provided by Imperial College London,

which provides one consideration to the complex toreak

evaluation needed to answer this question. Size of OUtT= W
nd.\ng qU\C Y

: . . ' espo
® The WG emphasized that the priority to countries 5 ding quickly !
facing cVDPV2 outbreaks should be to conduct respo '

outbreak response without delay, with whichever
vaccine is available to them. mOPV2 [A] nOPV2 [B]

The WG urged countries to prepare to meet the criteria for use of nOPV2 and
complete readiness assessment, so that in the event of a cVDPV2 outbreak,
NOPV2 could be used instead of mOPV2.
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215t SAGE WG meeting
Summary of recommendations to full SAGE

® s|PV

— The SAGE WG emphasized the long-term importance of sIPV as a strategic
option for the GPEI, to ensure adequate global IPV supply, and GPEI
communication around the product.

— The SAGE WG were satisfied to consider prequalified sIPV equal to
conventional Salk IPV. To raise awareness and avoid any confusion, the WG
recommends SAGE to issue statement to this effect.

® nOPV2

— The WG agreed with the mechanism for transitioning from initial use to wider
use and recommended that it be presented to the SAGE for endorsement

— During the initial use phase of nOPV?2, it is recommended that bOPV and
NOPV2 should not be co-administered in a single campaign
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Update for SAGE on acceptance
and uptake of vaccination

22 March 2021

Professor Julie Leask, Susan Wakil School of Nursing and Midwifery, University of Sydney, Australia
Lisa Menning, Department of Imnmunization, Vaccines, and Biologicals, WHO Headquarters

with introductory remarks from SAGE members: Professor Noni MacDonald and Dr Ezzeddine Mohsni
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Introduction

The COVID-19 response has led to a major shift for immunization:

- Increased awareness of vaccine technology platforms, safety and benefits
- Engagement of new prioritised populations for vaccination

- New attention on equity issues within and between countries

- Recognition of the importance of strong systems and services for access

With new challenges and opportunities for programmes and public health...

SAGE March 2021 meeting
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SEIR:
<

=\

By World Health
&%) Organization

SAGE reviewed hesitancy in 2014... s

LLL<§

Definition of vaccine hesitancy:

Vaccine hesitancy refers to delay in acceptance or refusal of vaccines despite availability of
vaccine services. Vaccine hesitancy is complex and context specific, varying across time, place
and vaccines. It is influenced by factors such as complacency, convenience and confidence.

But our understanding has evolved... therefore now we are sharing an update,
and in October 2021 will ask SAGE to consider endorsing new:

- Definitions
- Measures (quantitative and qualitative)

. Interventions

SAGE Working Group on Vaccine Hesitancy, Final Report. October 2014.
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h«b@—“ﬁ World Health

Objectives for this session C8) ooz

- Update SAGE on key developments in work to increase acceptance and uptake of
vaccination, as an interdisciplinary field of behavioural and social sciences

- Present a plan of work to develop an evidence-based approach to measuring and
addressing behavioural and social drivers of uptake, including interventions for action.

- Invite feedback from SAGE on plans for gathering and use of data on behavioural
and social drivers.

... as a prelude for a session with SAGE in October 2021

SAGE March 2021 meeting
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Session agenda

1. Gaps and WHO planning for 2021-2022 Julie Leask, Lisa Menning
Questions to SAGE

2. Discussion All
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Global Immunization 1980-2019
Global coverage from 3 doses of DTP containing vaccines at
85% in 2019

DTP3 coverage (%)

[ Global === AFR == AMA == EMR == EUR == SEAR = WPR

Sowrce: WHORINICEF  coverage estimates 2015 reveon, July 2020
immunization Vaccines and Biologicals, (VB), World Healh Organization (WHD).

154 WHO Member Stales. Dabe of side: 15 Juby 2020

https://www.who.int/data/gho/data/themes/immunization
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(@) ot Health Topies v

Ten threats to global eélth in 2019

Vaccine hesitancy
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Measles outbreaks in all regions (2019)

Selected Ongoing Measles Outbreaks

=
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e TR —_—
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US: high measles coverage,

pockets of low coverage.
Multiple importations

Philippines: inadequeate

Venezuela: collapsé ezl BAeases immunization
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(@) lout®  Health Topics v

Ten threats to global health in 2019

Vaccine hesitancy
Fragile and vulnerable settings
Weak primary health care
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Minding the gap

Focus on attitudes and confidence, less on practical and logistical barriers
Many measures are not validated

Not standardized

Lack time trends

Caught in supply/demand binary

Data on barriers rarely used for design or evaluation of interventions

Need tools to support implementation

SAGE March 2021 meeting
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The answers you get
are as good as the
questions you ask
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Driving acceptance and uptake

Objectives for WHO:
- Shape global understanding of the behavioural and social drivers of uptake

- Support programmes to assess and address under-vaccination:
 Increase availability, quality and use of data -- for equitable and sustainable solutions
» Guide evidence-based policy, planning, evaluation and learning
» Expand the knowledge base locally and globally

- Increase engagement of new communities and build capacity

- Anchored in IVB but coordinating across HQ departments, with Regions and partners

SAGE March 2021 meeting
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B

@ World Health
/¥ Organization

s

WHO priority areas
for vaccination -
demand PP Policy and planning

- Technical support, capacity and partnering -

&

Service
quality
(Individual)

Equity Resilience
(Community) (Public)

13
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Key activities for WHO in 2021-2022 @) S,

Examples of activities

Policy and planning + Policy brief on acceptance and uptake
» Gilobal repository for data and case examples
» Community of practice

Data » Tools and guidance for gathering and using data on
behavioural and social drivers
» Materials to support capacity building

Service quality » Planning guide for people-centred and quality services

Equity and * Global version of ‘Tailoring Immunization Programmes’ -
communities

Risk and resilience  + Planning guide for risk and resilience
* ‘Immunization literacy’ toolkit

SAGE March 2021 meeting
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772N World Health
9 Organization

Measuring behavioural and social drivers
(BeSD) of vaccination

Boost the quality, availability and use Coverage
of behavioural and social data data

_ _ _ _ Who?
Integration and triangulation with Where?
existing data or for stand-alone use Surveillance Programme
For local assessments, M&E of data data
interventions and tracking trends _

Behavioural

For global indicators, reporting on and social data

IA2030 and Gavi 5.0
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What are the tools and guidance available?

Childhood vaccination: (est. Nov 2018) COVID-19 vaccines: (est. Aug 2020)
« Survey « Surveys

. . ) 1) adults, 2) health workers
« In-depth interview guides

1) caregivers, 2) providers, 3) community
stakeholders, and 4) authorities

In-depth interview guides

Implementation guidance

« Implementation guidance

SAGE March 2021 meeting
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The behavioural and social drivers framework

What people
think and feel

Source: The BeSD expert working group. Based on: Brewer NT, Chapman GB, Rothman AJ, Leask J, and Kempe A (2017). Page 17
Increasing vaccination: Putting psychological science into action. Psychological Science for the Public Interest. 18(3): 149-207
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The behavioural and social drivers framework

What people Practical issues
think and feel Know where vaccine is available
Ease of access
Affordability

Confidence in vaccine benefits
Confidence in vaccine safety

Confidence in provider \ SEVIEE quality-
e e i Motivation Respect from provider . .
Intention to Vaccination
get recommended l Child receives -
/ vaccines for child p recommended vaccines

Social processes
Provider recommendation
Family supports vaccination
Community supports vaccination
Gender equity

Source: The BeSD expert working group. Based on: Brewer NT, Chapman GB, Rothman AJ, Leask J, and Kempe A (2017).
Increasing vaccination: Putting psychological science into action. Psychological Science for the Public Interest. 18(3): 149-207
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Example questions

SURVEY INTERVIEW

In your family, who has the final say about vaccinating your child? Tell me about how you decided to vaccinate (or
1 Motbher of child, not vaccinate) your child(ren). Who else was

S il involved in the decision?
Both parents of child,

Grandparent of child, or
Other caregiver for child?
NOT SURE

DECLINED

g
g
g
O
O
g

Walk me through what you do on the day of
vaccination. Start at the very beginning

SAGE March 2021 meeting
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What will influence COVID-19 vaccine uptake?

What people
think and feel

Confidence in vaccine benefits
Confidence in vaccine safety
Perceived risk — self

*Perceived risk — patients \
Seeing negative information

Motivation
Intention to
get a Covid-19 vaccine

*Willingness to recommend

/ a Covid-19 vaccine

Social processes

Influential others support vaccination
Vaccination norms
*Workplace norms

Decision and travel autonomy
Trust in vaccine providers

*Confidence in answering questions worker survey

Practical issues

Know where vaccine is available
Previous uptake of adult vaccination
Ease of access
*Preferred site
*Availability of on-site vaccination

l Vaccination

> Receives
recommended vaccines

*Construct is exclusive to health

Source: The BeSD expert working group. Based on: Brewer NT, Chapman GB, Rothman AJ, Leask J, and Kempe A (2017). Page 20
Increasing vaccination: Putting psychological science into action. Psychological Science for the Public Interest. 18(3): 149-207

SAGE March 2021 meeting





Session 6.1_Leask&Menning

Evi dence

Intervention categories for for cowf.vf;w " Progres,
specific adult populations*

an ,
d for chil dhOOch:ccmC,ﬁOn

Strength of evidence

Broad outcome measures
Attitudes
No. of Likely and Vaccine Strength of
Intervention category studies impact knowledge intent Vaccine uptake | evidence (general)
1 | Educational campaign?t.3-9.11,15,21,24-25 16 ® 3 2 3 3
2 | On-site vaccination'.2.4.58.10,12,24,30 9 ® 3 0 3 3
3 | Incentives410.25,31-22 6 ® 3 2 3 3
4 | Free/affordable vaccines12.21.22.27 5 ® 3 0 3 3
5 | Institutional recommendation4:2-10.24 6 * 2 0 3 3
6 | Provider recommendation?ts 1 ® 0 1 1 1
7 | Reminder and recalls.11,17.21,34 5 () 2 0 3 3
& | Message framing?20.25-27 4 o 4 3 4 4
9 | Vaccine championt.22.27.38 4 0 3 0 3 3

* Health care workers, adults 65+, and adults with high-risk conditions

World Health Organization. Data for action: achieving high uptake of COVID-19 vaccines. (2021) Geneva, Switzerland

Page 21
https: / /www.who.int /publications /i/item /WHO-20192-nCoV-vaccination-demand-planning-2021.1
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M&E framework for COVID-19 (example)

DOMAIN and
INDICATORS

INTERVENTION

INPUTS

ACTIVITY /
OUTPUTS

OUTCOMES

Practical Issues

% of adults/ HCWs who
know where to get
vaccines for themselves

% of adults/HCWs who
believe that accessing
vaccination for
themselves is "very” or
“moderately" easy

Improve access to
vaccination.

Mailed or phone offer
of appointment

Outreach
Reminders, standing

orders and walk-in
clinics.

Messages to invite,
remind, follow-up and
inform

Mechanisms for
delivery of personal
invitations

who know where to get vaccine
Messages are ready on
schedule, pilot-tested, A.L who believe that accessing
revised and ready for vaccination for themselves is "very”
roll-out. or “moderately" easy

f readiness to seek vaccination
Mechanisms are
available and ready to ‘ perceived barriers to access
be put into action.

22
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Supporting communication and use of data

MPLES
EXA l.
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https://www.who.int/ncds/surveillance/steps/Bhutan 2014 STEPS FactSheet.pdf?ua=1
https://apps.who.int/iris/bitstream/handle/10665/336761/nep-epi-factsheet-2020-eng.pdf
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@ World Health
/¥ Organization

Current phase: testing and validation %

Validation:
Scaled pilots for o
. . . Validation:
psychometric validation June-July 2021
data collection
Testing and .
Development of training
and testing materials

Phase 1: Expert review and
consultations
Completed

Review of existing
tools & literature
Consultation with ROs,
EPI mgrs & partners 24

SAGE March 2021 meeting

LL&(‘(Y\

Phase 2:

Field testing with
cognitive interviews
and user feedback
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Testing and validation: objectives and outputs

Adapt surveys to different contexts

Ensure all survey items and response options:
- Are understood the same way across cultures and languages
- Measure the same concepts in a globally comparable manner

Determine which measures are most likely to be predictive of uptake

- Identify “core items” to be used as global indicators

Participating countries: Angola, DRC, Ethiopia, India, Nigeria, Pakistan

SAGE March 2021 meeting

\, World Health
/¥ Organization
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01. How important do you think vaccines are for your child's health? Would you say...
Not at all important,

A little important,

Moderately important, or

Very important?

Field testing: Sierra Leone

PROBES:

* Integrated with preparations for coverage SUrvey [ whetwere you thinking sbout in decicing your answer?
deployment

* Trained staff in qual and cognitive interviewing

b. What do the words “important for your child’s health” mean to you?

c. The response options were not at all, not very, somewhat or very. Did they fit with the sort of
answer you wanted to give?

SAGE March 2021 meeting
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(7B, World Health
W¥®JY Organization

What interventions are effective?

Aim: determine the most effective interventions to improve uptake

Reviews of interventions targeting:

- Health care workers, older adults, and adults with pre-existing conditions
- Children under 5 years of age

Classify by intervention type

Include strength of evidence rating

27
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Future activities to support implementation

Promote tools and methods

m

Support implementation and capacity building,
e.g. intervention templates, community of practice platform

for research and practice, e.g. global data repository

Communicate and facilitate adoption of findings I
lils
9

- Track and evaluate impact via feedback loops and )
documentation of learning 0-06

28
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Vaccination
Demand
Hub

Vaccination Demand Hub

The Demand Hub is a multi-partner mechanism to: pbd  Gavi@
Secretariat
* Promote alignment, coordination and g@@ BT
L 8 MELINDA
communication between partners O GATES
World Health foundation

Organization

« Support implementation, with a focus on priority oy
countries and needs ,,%% S

John Snow, Inc.

nnnnnnnnnnnnnnn
nnnnnnnnnnnnnnnnnnnn

« Develop and disseminate evidence-informed _ _
: Gavi CSO Constituency
guidance and tools across key areas for Immunisation and Stronger Health Systems

Helping to reach Every Child with immunisation and Health Servicos
 Engage a growing partner network at all levels
International Federation o
of Red Cross and Red Crescent Societies

www.demandhub.org :

SAGE March 2021 meeting
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Summary

« Uptake is affected by thinking and feeling,
social processes and practical issues

« To address the gap, we need to use good
methods for understanding (data)

* |Interventions should match the causes of
the gap (actions)

SAGE March 2021 meeting
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Behavioural and Social Drivers of Vaccination

AR
(BeSD) working group members 8) organivaton
Lisa Menning (Secretariat) World Health Organization Headquarters, Switzerland
Julie Leask (Chair) University of Sydney, Australia
Noel Brewer (Deputy chair) University of North Carolina, US
Francine Ganter-Restrepo WHO HQ
Neetu Abad Centers for Disease Control and Prevention (CDC), US
Cornelia Betsch University of Erfurt, Germany
Vinod Bura World Health Organization, Indonesia
Gustavo Correa Gavi, the Vaccine Alliance
Eve Dubé Laval University, Canada
Michelle Dynes UNICEF SEARO
Wenfeng Gong Bill and Melinda Gates Foundation
Monica Jain International Initiative for Impact Evaluation (3ie), India
Mohamed Jalloh Centers for Disease Control and Prevention (CDC),
Saad B. Omer Yale University, US
Deepa Risal Pokharel UNICEF NY
Nick Sevdalis Kings College London, UK
Gilla Shapiro University of Toronto, Canada
Gillian SteelFisher Harvard University, US
Kerrie Wiley University of Sydney, Australia
Charles Wiysonge South African Medical Research Council, South Africa
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BeSD COVID-19 working group

* Noel Brewer (University of North Carolina, USA); Chair

 Julie Leask (University of Sydney, Australia);

» Neetu Abad (United States Centers for Disease Control);

» Helena Ballester Bon (United Nations Children’s Fund [UNICEFY]);
» Cornelia Betsch (University of Erfurt, Germany);

» Melissa Gilkey (University of North Carolina, United States of America);
» Abdul Momin Kazi (Aga Khan University, Pakistan);

* Ana Lisa Ong-Lim (University of the Philippines, Manila);

» Aaron Scherer (University of lowa, United States of America);

» Holly Seale (University of New South Wales, Australia);

« Smita Singh (Gavi, the Vaccine Alliance);

« Gillian SteelFisher (Harvard University, United States of America);
+ Kerrie Wiley (University of Sydney, Australia);

» Charles Wiysonge (Cochrane South Africa).

Also:
Erin James, Amyn Malik and Saad Omer (Yale University, US)
Ayblike Koyuncu and Dimitri Prybylski (CDC, USA)

Gilla Shapiro (University of Toronto, Canada) bage 32
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LLl(‘QQ

@ World Health
/¥ Organization

Questions for SAGE

Does SAGE agree with the
proposed plans?

Are there any considerations,
resources or methods which
should be incorporated?

Interventions

SAGE March 2021 meeting
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Lisa Menning
menningl@who.int

SAGE March 2021 meeting
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Measles and rubella:

New policy, strategy or
advocacy?

Natasha Crowcroft
Senior Technical Adviser Measles and Rubella
UHC-LC / IVB, WHO

SAGE 22" March 2021
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Questions for SAGE

1. Are any new policies needed for measles and
rubella?

2. What new strategic linkages (programmatic and/or
advocacy) are advised?

3. Are new tools required for measles elimination?

SAGE March 2021 meeting
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Overview of SAGE Measles and Rubella Session

Outline
* How well are measles & rubella policies and strategies working?
 What innovations and new tools are being considered?

* Conclusions
Reflections from SAGE MR WG Chair, Kim Mulholland

Discussion of questions for SAGE
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How well are measles

rubella policies and
strategies working?

https://measlesrubellainitiative.org/photo-gallery/sophie-blackall-works/

SAGE March 2021 meeting
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Reminder : “Measles is a tracer” of the strength of the
Immunization system

Measles vaccine has the greatest

. . o

Measles requires very high coverage >95% to benefit-risk ratio of continuing

stop transmission (very high R, 12-17) routine immunization during
Covid-192

Measles comes back faster, hits harder in
settings of inequity

Fragile, conflict, vulnerable states, refugees, IDPs,
poverty, malnutrition, vitamin A deficiency

Requires high quality surveillance, rapid aggressive
outbreak response
Of all vaccines, measles vaccine brings the
largest benefits in deaths averted, return on
investment?, benefit-risk ratio during Covid-192

(1) So Yoon Sim et al 2020 https://www.healthaffairs.org/doi/10.1377/hlthaff.2020.00103 (2) Abbas et al 2020 https://www.thelancet.com/journals/langlo/article/P11S2214-
109X(20)30308-9/fulltext SAGE March 2021 meeting
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Percentage of children who did not receive MCV1
through routine immunization 2015-2019

&—® 59 target

<5% children
unvaccinated

IS avery high
bar

https://www.who.int/data/gho/data/themes/immunization

SAGE March 2021 meeting
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Measles cases (Lab+Epi+Clinical)

130000 —
120000 —
110000 —
100000 —
90000 —
80000 —
70000 —
60000 —
50000 —
40000 —
30000 —
20000 —
10000 —

0 -

Measles case distribution by month
and WHO Region (2017-2021)

Month of onset

m AFR O AMR @© EMR m EUR m SEAR m WPR
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Reported annual
measles cases in
2019 were the
highest number
since 1996
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Outbreaks have continued during Covid-19

Brazil: EW 1 to 53 2020, 16,836 suspected Democratic Republic of
cases reported, 8,448 (50%) confirmed, Congo: 25-month long measles

including 10 deaths outbreak declared over in
August 2020. >7000 deaths.
>18 million children vaccinated,
1 million during the pandemic.

Low MCV1 coverage, no MCV2,
inconsistent SIA coverage.
Transmission currently
Increasing.

https://reliefweb.int/sites/reliefweb.int/files/resources/2021-feb-01-phe-epi-update-measles-diphtheria-v2.pdf https://www.gavi.org/vaccineswork/how-democratic-republic-congo-overcame-worlds-worst-measles-outbreak-amid-covid-19

SAGE March 2021 meeting
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Top 10 countries report 66% of all 2020 measles cases

Brazil, 8,427

DR Congo,
15,095

All other countries,
29,842

SAGE March 2021 meeting
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“Progress and Setbacks in Measles Rubella Elimination
Regional Scorecard on Verification of Elimination, January 2021

. o Measles

WHO Region Regional Verification Elimination Achieved Re-
(No. Member States) CES rtTEIIiSs S}:Z:S established

Norof 1S Gresy

: _ Measles: 33 94%
Americas (n=35) Yes Rubella: 35 100% 2
Europe (n=53) 5
21 countries have not yet introduced

Western Pacific ( 1

rubella vaccine

Eastern Mediterra
(n=22)

: Measles: 5
South-East Asia (n=11) Yes Rubella: 2 18%

Africa (n=47) Yes - -

Measles: 81 (42%)

TOTAL (n=194) Rubella: 93 (48%)

EUR: 1 (2%) additional countries interrupted measles transmission for 24m $AGE 862021 meeting

WPR: 2 reporting entities verified for measles elimination; 1 reporting entity verified for rubella elimination
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A failure of policy or implementation?

Of 516,087 measles cases reported 2016-2020 with available vaccination data and age

60% programmatically preventable

« 40% programmatically non-preventable because:

» Too young to receive MCV1 (52%)

» Two-dose vaccine recipients (23%)

» Had received MCV1, too young for MCV2 (14%)

* Only eligible for one dose in their national immunisation programme (6%)

» Born before national MCV programme (5%)

Patel M and Orenstein W. Classification of global measles cases in 2013—17 as due to policy or vaccin

ation

failure: a retrospective review of global surveillance data. Lancet Global Health 2019 https://www.thelancet.com/journals/langlo/article/P11S2214-109X(18)30492-3/fulltext

SAGE March 2021 meeting
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Global and regional age distribution of measles cases
that were programmatically preventable, 2016-2020

SAGE March 2021 meeting

13





Session7.1_Crowcroft

Distribution of programmatically preventable and
non-preventable measles cases, 2016-20

100%
90%
80%
S 70%
% 60%
D (o)
@ 50%
O 40%
° 30%
2 20%
8 10%
& 0%

2016 2017 2018 2019 2020
(n=112,574)  (n=91,583)  (n=205,217) (n=435212) (n=76,413)

®m Programmatically non-preventable ® Programatically preventable = Unknown vaccination status

SAGE March 2021 meeting 14
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Relative difference in MCV1 doses administered in
2020 compared to 2019 by WHO region

AFR
20

10

-10

Relativeldifference(%)
)
o

Source: monthly administrative MCV1 data available as of 4 March 2021

AMR

-2020

EMR

Month({n)

40 SAGE March 2021 meeting

SEAR

WPR
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22'mreasles or measles rubella campaigns disrupted
due to COVID-19 as at March 15t" 20213

AR Cha atorial Guinea, Ethiopia,

Ni Somalla and South Sudan reinstated
es ca ns; Bangladesh, Brazil,
p mes and Viet Nam with MR

Qy \ 63 : DRC and Nigeria have reinstated

Q{\ Measles outbreak response activities

oy = Angola (bOPV, IPV and MCV); Brazil (Measles

? and MR); CAR (Measles, MNT, mOPV, bOPV);

y & Nigeria (Measles, YF and MenA); Philippines

Q O (MR and bOPV); Somalia (Measles and OPV)
and Viet Nam (MR and bOPV) have re-

instated campaigns with multi-antigens

Data source: WHO/IVB Repository, as of 15t March 2021 SAGE March 2021 meeting
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In 2020, measles declined substantially for multiple
reasons

« 2018-2019 high outbreak year led to burn-out of susceptible groups

« Reduced exposure to measles and importations due to COVID-19, closed
borders, reduced travel, social distancing

« Weaker surveillance - fewer cases detected, more under-reporting
« Laboratories redeployed to Covid-19
« Laboratory supplies limited
« People avoiding medical facilities

What we do know: measles immunity gaps are widening

due to delayed SIAs and drops in routine immunization,
exacerbating a decade of inadequate coverage

SAGE March 2021 meeting .
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What is wrong with the high coverage 2-dose policy?

Countries with MCV1<60% need campaigns every 2
years or with MCV1 60-79% every 3 years - no
capacity to build routine immunization

Fragile, conflict, vulnerable countries and
communities cannot escape from the cycle

High risk for outbreaks is sustained

Requires locally-tailored and owned solutions

SAGE March 2021 meeting
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Immunisation Agenda 2030 (IA2030),
Measles Rubella Strategic Framework (MRSF) and
Measles Outbreak Strategic Response Plan (MOSRP)

T

Immunization
Agenda 2030 | Measles and
'Manalae |
Rubella Measles
Monitoring & Etrateg'c . gtUt?re?k
Evaluation (M&E) | Framewor rategic . _
Framework Endorsed by Response Primary goal: MOH, WHO and
grfé?;nted to SAGE Plan partners can prevent, prepare
M&E framework | Close to launch for, respond to, and recover
being developed from measles outbreaks

SAGE March 2021 meeting 19
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Measles Outbreak Strategic Response Plan

Vision: A world where all countries are equipped
with robust measles outbreak preparedness,

45 MOSRP priority countries
prevention and response systems.

Primary goal: MOH, WHO and partners can
prevent, prepare for, respond to, and recover
from measles outbreaks.

Secondary goal: To improve surveillance so
that outbreaks are rapidly detected and acted
upon quickly; and to use outbreaks as an entry
point to strengthen routine immunization
programmes to narrow the immunity gaps to
prevent future outbreaks.

SAGE March 2021 meeting
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What innovations

and new tools are
being considered?

https://measlesrubellainitiative.org/photo-gallery/sophie-blackall-works/

SAGE March 2021 meeting
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New technologies and new methodologies
under development

> Rapid Diagnostic Tests (RDTs) for measles diagnosis and surveillance,
combined MR RDT being explored, good progress being made
> MR Microarray Patches (MR MAPs) are moving towards clinical trials

> Measles case fatality — new methodology recently reviewed by IVIR-AC

» Paucity of data on impact of malnutrition during Covid-19 era, vulnerable
groups, refugees and IDP, impact of access to healthcare

» Country risk assessments

» Including CDC Immunity profiles

SAGE March 2021 meeting -
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More evidence needed

» Optimal timing of measles vaccination Stagnation in MCV1 coverage comparing

o Early doses when risk of measles is high, or 20002010 with 2010-2019

children hard to reach
o Do we need new measles vaccines?
> Implementation and data science

0 Sub-national data and tailored campaigns

> Surveillance innovation

o Evaluation of fever rash surveillance versus
discard rate; optimal surveillance indicators
when incidence is falling; sewage surveillance

Mapping routine measles vaccination in low- and middle-income countries Local Burden of Disease Vaccine Coverage Collaborators Nature volume 589, pages415—-419(2021) https://www.nature.com/articles/s41586-020-03043-4

SAGE March 2021 meeting
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Equity and MCV1 coverage 2000 to 2019

» 61% countries increased
MCV1 coverage AND equity

> Children in remote rural areas
at higher risk of being
unvaccinated (33.3%) than in
urban areas (15.2%)

» More unvaccinated children
(47.9%) live in urban than
remote rural areas (16.0%)

Mapping routine measles vaccination in low- and middle-income countries Local Burden of Disease Vaccine Coverage
Collaborators Nature volume 589, pages415-419(2021) https://www.nature.com/articles/s41586-020-03043-4

SAGE March 2021 meeting
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Time to strengthen local initiatives

» Locally owned solutions

o0 Not antigen-specific e.g. missed
opportunities

o Good planning, surveillance, data
quality improvements, strategies for
high risk, conflict areas, equity

o Civil Society Organizations (CSOs)

> Political will is essential

o Political advocacy research

https://bmcmedicine.biomedcentral.com/track/pdf/10.1186/s12916-020-01843-z.pdf

SAGE March 2021 meeting
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IA2030: Measles as a tracer and the “diagonal
approach” to immunization program strengthening

https://apps.who.int/iris/bitstream/handle/10665/33097 1/WER9507-61-68-eng-fre.pdf

SAGE March 2021 meeting
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Conclusions and

questions for SAGE

https://measlesrubellainitiative.org/photo-gallery/sophie-blackall-works/

SAGE March 2021 meeting
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Conclusions: Measles outbreaks are looming in
the time of Covid-19

» Urgent action and advocacy needed to reduce the risk of measles outbreaks
> Innovation is more important than ever

» What can SAGE offer?

o0 Advocacy for measles as a tracer - preventable measles deaths should be
unacceptable

o Advocacy for rubella introductions

o Advocacy for research and innovation

> Is there anything else we should be considering?
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Thank youl!

Kim Mulholland and SAGE Mick Mulders

MR WG members
SAGE Secretariat
Susan Wang
Regional and country
colleagues
Katrina Kretsinger
Minal Patel
Sebastien Antoni
Claudia Steulet
Laure Dumolard
Yoann Nedelec
Marta Gacic-Dobo
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Katia Gaudin-Billaudaz
Stephanie Shendale
Santosh Gurung
Carolina Danovaro
Tracey Goodman
Alex Rosewell

Lee Ho

William Perea
Diana Chang Blanc
Ann Lindstrand
Kate O’'Brien
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Questions for SAGE

1. Are any new policies needed for measles and
rubella?

2. What new strategic linkages (programmatic and/or
advocacy) are advised?

3. Are new tools required for measles elimination?
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