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Red para la Evaluacidon de la Efectividad de la Vacuna en
Latino Americay el Caribe —influenza, (REVELAC-i)

= Red regional creada en 2013

= Utiliza la vigilancia centinela de IRAG existente
en los paises

= Produce estimados anuales de efectividad para
la vacuna de influenza estacional en hemisferio
sur

= Septiembre 2021, COVID-19 se integro en las
evaluaciones de efectividad — REVELAC-i

= 2023: Cinco paises participantes con 486
hospitales/unidades centinela

= Red Intersectorial e interinstitucional

https://www.paho.org/en/network-evaluation-vaccine-effectiveness-

latin-america-and-caribbean-influenza-revelac-i
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Objetivos REVELAC-i

= Estimar la efectividad de las vacunas de influenza y COVID-19
en prevenir hospitalizacion en pacientes con infeccion
confirmada

* Tipo y marca de vacuna (COVID-19)
= NUmero de dosis recibidas (COVID-19)

» Grupo de edad / grupo prioritario de vacunacion (COVID-19 e
iInfluenza)

» Tipo y subtipo influenza y variante genomica de SARS-CoV-2

Protocolo REVELAC COVID-19: https://www.paho.org/es/red-para-evaluacion-efectividad-vacuna-latino-america-caribe-influenza-revelac-i
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Disefio de estudio
Estudio multicéntrico de caso-control de prueba negativa
(Test Negative Design)

Poblacion de estudio
Pacientes IRAG hospitalizados en los centros centinela

Definicion de caso IRAG para vigilancia (WHO)
Paciente con infeccion respiratoria aguda con

* Antecedente de fiebre o fiebre medida de >38 °C,
* Tos

* Inicio de sintomas en los ultimos 10 dias

* Requiere hospitalizacion

SARI patients

PCR

A

y pS

CASES CONTROLS
s ™ -
VACCINATED VACCINATED
NON VACCINATED NON VACCINATED

VE = (1 —-0R) x 100

A



PACIENTE

Pais
Hospital
Edad
Sexo

Enfermedades
preexistentes

CLINICAS Y LABORATORIO

Inicio sintomas
Fecha de ingreso
Fecha de toma de muestra

Resultado (RT-PCR)
influenza y COVID-19

VACUNACION

Vacunacion
Marca de vacuna
Numero de dosis

Fechas de vacunacion

=%, Pan American g7y World Health
i ‘,,‘ | Health % Organization
Uit Organization 7o imer



Criterios de inclusion y exclusion

CRITERIOS DE INCLUSION

Cumple con la definicion de caso IRAG

El paciente es hospitalizado a partir de la
fecha de Inicio de la campana de
vacunacion

Se tomo la muestra respiratoria entre los
10 dias tras el inicio de sintomas

Se realiza un prueba molecular RT-PCR
para diagnostico

CRITERIOS DE EXCLUSION

El paciente no forma parte de los grupos
blanco para la vacunacion (p.ej., nifios
<6 meses, adultos sin comorbilidades)

No se dispone informacion de laboratorio

No se puede determinar estado de
vacunacion

Vacunacion entre 0 y <14 dias previos al
inicio de los sintomas



Revision Etica

Pan American Health Organization
Ethics Review Committee (PAHOERC)

Resesarch Proposal Evaluation Form

= Estudio observacional con base en vigilancia

[ PAHOERC Ref. No: PAHOERC.0425.01

para el monitoreo y evaluacion de los — e
programas de vacunacion s TRIEE

This proposal recelved preldiminary eMics raview from PAHOERC and on 21 Sepiember 2021 twas
delermined that it s sxempt from full PAHOERC review.

The proposal does not constitule research with human subjecis and thus does not reguire ful PAHOERC

= PAHOERC - “Esta evaluacion no constituye
investigacion en humanos y por lo tanto no SR R S A

requiere revision del Comité de Etica” LB .
= Asegura la confidencialidad y privacidad de los
Individuos

inis document approved and signed by PAHOERC must be atiached to the documents ussd in the
confracis, keiters of agresmeni, or legal PAHO documents relevant to the abowve project



RESULTADOS
COVID-19

2021-2022



Vacunas

autorizadas COVID-19°

Tipo de vacuna Marca de vacuna Chile |Costa Rica| Ecuador |Guatemala| Paraguay | Uruguay
AstraZeneca v v v v v v
_ CanSino v v
Vector viral :
Sputnik V v v v v
J&J Janssen v
Covaxin v
Virus inactvado Sinovac v v v v
Sinopharm v
Moderna v v v v
MRNA :
Pfizer v v v v v v
Subunidades proteicas Medigen v
TOTAL VACUNAS 7 3 5 4 8 3

*vacunas autorizadas hasta septiembre 2022 en los paises participantes REVELAC-i




N=16,354

SARI patients admitted in the participating hospitals

2 February 2021 - 3 September 2022 IR
Number of patients excluded by
inclusion/exclusion criteria:
. RT-PCR testing not performed (n=535)
. specimen collected > 10 days after
symptoms onset (n=220)
. no information on lab results (n=89)
. missing date of vaccination or missing
vaccination status (n=372)
. vaccination between 0-14 days before
onset (n=2,775)
n=11,547 0 patients with RT-PCR positive result for
SARI patients included in the evaluation meeting the inclusion and influenza (n=229)
exclusion criteria . SARI patients excluded in 2-weeks
transition period between dominating
variant periods (n=587)

v v
(n=3,768) (n=1,907) (n=5,872)
Pre-Delta period Delta period Omicron period
Cases: 2,915 Cases: 681 Cases: 2,380
Controls: 853 Controls: 1,226 Controls: 3,492

Unvaccinated: n=1,253
Partial vaccination: n=390
Completed primary series:

Unvaccinated: n=786 .
:
1
I n=1,618
1
L

Partial vaccination: n=314

1
Unvaccinated: n=2,472 :
1
! Completed primary series: n=770
|
1
1

1
1
1
Partial vaccination: n=1,022 :
Completed primary series: n=274 :
1
1
1

Booster: n=0 Booster: n=37

Booster: n=2,611



Efectividad de las vacunas COVID-19 para vacunacion serie primaria completa por
marca de vacuna, grupo de edad y por variante gendmica SARS-CoV-2

Adults 18-64 vears

Adults 65 years and older

Delta : —— C —
; : AsztraZeneca
Omicron - —— +
Delta —— ;
; ; Sputnik vV
COmicron - & '
Omicron ————— Sinovac
Delta - : #
; i Sinopharm
Omicron - * i ———
Pre-Deita - i * 5
Delta —_—— Covaxin
Omicron - i —_——
Pre-Delta —_—— &—
Delta - — —— Pfizer
Omicron - —_—.— —.—
40 20 0 40 a0

‘Vaccine Effectiveness

EV ajustada por pais. edad, enfermedad preexistente, sexo y semana de inicio de sintomas




Efectividad de las vacunas COVID-19 segun tiempo transcurrido desde la

Ultima dosis recibida — serie primaria, periodo de circulacion Omicron

Adultos 18-64 anos

VE ajustada (%)

100
80
60
40
20

0

o O b N
S © o o

-100

72.2
394
<90 days 90-180 days
Viral vector
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EV ajustada por pais. edad, enfermedad preexistente, sexo y semana de inicio de sintomas



RESULTADQOS
Influenza
2023

(estimados preliminares)



Vacunacion influenza 2023 — REVELAC-I

Pais Inicio campaia vacunacion 2023 Grupos prioritarios Tipo de vacuna
265 years v
Argentina 17/03/2023 =92y TIV adjuvanted for older
6 months-2 years
adults
. 260 years
*
Brasil 10/04/2023 6 months-6 years TIV
. 265 years
Chile 15/03/2023 6 months-5 years TIV
260 years
Paraguay 10/04/2023 6 months-3 years Qlv
>
Uruguay 18/04/2023 265 years TIV

6 months-5 years

*11/03/2023 in Amazonas and Para States




N=6,281

SARI patients admitted in the participating hospitals

1Jan 2023 - 27 Jul 2023

n=2,780

SARI patients included in the evaluation meeting the inclusion and

exclusion criteria
27 Mar — 15 Jul 2023

Number of
inclusion/exclusion criteria:

n=3,501
patients excluded by
Patients with samples taken before start of
vaccination campaign 2023 (n=882)
Patients with samples taken
influenza season (n=540)

Non eligible patients for vaccination
(n=885)

Duplicates (n=19)

RT-PCR testing not performed/missing
(n=278)

specimen collected
symptoms onset (n=82)
missing date of vaccination or missing
vaccination status (n=3)

vaccination between 0-14 days before
onset (n=163)

Vaccination 3 months prior 2023 campaign
(n-164)

Patients with RT-PCR positive result for
SARS-CoV-2 (n=405)

Patients with missing information on
preexisting conditions or sex (n=80)

before

>10 days after

A 4

(n=1,262)
Children
Cases: 214
Controls: 1,048

[}
1
1
i Unvaccinated: n=957
| Vaccinated: n=305
|
1

\ 4

(n=388)
Preexisting conditions
Cases: 139
Controls: 249

(n=1,130)
Older adults
Cases: 547
Controls: 583

1
1
1
1
Unvaccinated: n=301 :
Vaccinated: n=87 |
1
1
1

Unvaccinated: n=858
Vaccinated: n=272



Distribucion de casos de influenza por subtipo,

REVELAC-I, marzo-julio 2023 (n=2780)

Mumber of Participants

1001

75

501

251

. Influenza AH1TMA . InﬂuenzaNl—|3N2|:| Inﬂuenz;aﬁ-.ﬂ\lsl:' Influenza B

01/04

01/05 01/06 01407

SARl Admission Date



Pacientes IRAG, REVELAC-I 2023 (n=2,780)

Participant characteristic n (%)
Country
Argentina 88 (3.2%)
Brazil 918 (33.0%)
Chile 1,158 (41.7%)
Paraguay 167 (6.0%)
Uruguay 449 (16.1%)
Target group
Children 1,262 (45.4%)
Individuals with comorbidities 388 (14.0%)
Older adults 1,130 (40.6%)
Laboratory result (RT-PCR)
Influenza positive 900 (32.4%)
Influenza A 815 (90.6%)
Influenza A H3N2 5(0.6%)
Influenza A HIN1 668 (82.0%)
Unknown subtype 142 (17.4%)
Influenza B 85 (9.4%)
Influenza negative 1,880 (67.6%)




Efectividad vacuna influenza por tipo y subtipo, REVELAC-I 2023

Cases Vaccinated cases Non cases Vaccinated Non VE adjusted*
cases % (C195%)

Influenza (any)
|O|der adults 547 96 583 176 37.6% (13.1% 55.2%)
[Children 214 19 1,048 286 70.2% (50.3%, 82.1%)
Individuals with comorbidities 139 23 249 64 38.0% (-10.8%, 65.3%)
All 900 138 1,880 526 51.9% (39.2%, 62.0%)
Influenza A
lolder adults 516 90 583 176 39.0% (14.7%, 56.3%)
|Chi|dren 170 16 1,048 286 70.9% (50.3%, 83.0%)
Individuals with comorbidities 129 22 249 64 43.6% (-5.7%, 69.9%)
All 815 128 1,880 526 52.1% (38.9%, 62.5%)
Influenza A/H1N1
|0|der adults 422 70 583 176 42.7% (18.5%, 59.8%)
|Chi|dren 120 10 1,048 286 75.3% (52.1%, 87.3%)
Individuals with comorbidities 126 22 249 64 43.0% (-6.7%, 69.5%)
All 668 102 1,880 526 55.2% (41.8%, 65.5%)
Influenza A/H3N2
lolder adults 4 0 583 176 NC
[children 1 0 1,048 286 NC
Individuals with comorbidities 0 0 249 64 NC
All 5 0 1,880 526 NC
Influenza B
[older adults 31 6 583 176 NR
[children 44 3 1,048 286 NC
Individuals with comorbidities 10 1 249 64 NC
All 85 10 1,880 526 46.2% (-7.9%, 73.2%)

*Adjusted VE by age in years, week of onset of symptoms and presence of at least one comorbidity accounting for country as a random effect



Efectividad vacuna influenza por tipo y subtipo, REVELAC-I 2023

Any influenza Influenza A
Older adults * *
Patients with comarbidities * *
Children ] R — N R
All ages —— ——
Influenza A/H1N1 | Influenza B
Clder adults *
Patients with comarbidities A *
Children 1 —
All ages —— *
0 40 30 0 40 20

Vaccine Effectiveness



 La vigilancia centinela de IRAG permite monitorear la efectividad de las
vacunas influenza, COVID-19 y OVR de manera sistematica y oportuna

* Permite obtener estimados por tipo de vacuna, por grupo de edad y por
tipo/subtipo/variante

* Requiere adecuada interoperabilidad de los sistemas de informacion
(vigilancia — laboratorio — inmunizaciones) junto con la calidad y
completitud de los datos

« Metodologia eficiente que requiere de poca inversion: se basa en la
vigilancia de IRAG que ya existe en el pais

« Contribuye a determinar la composicion de la vacuna para proximas
temporadas (GIVE Report)
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Network for the Evaluation of Vaccine Effectiveness in Latin America and the Caribbean
- influenza, (REVELAC-i)

About Revelac-i Generic protocol About the influenza vaccine

https://www.paho.org/en/network-evaluation-vaccine-effectiveness-latin-america-and-caribbean-influenza-revelac-i
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International journal of Infectious Diseases 134 (2023) 30-44

Contants lists available at ScienceDiract
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International Journal of Infectious Diseases FOR INFECTIOUS:
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journal homepage: www.alsevier.comy/locatea/ijid

End-of-season influenza vaccine effectiveness during the Southern
Hemisphere 2022 influenza season — Chile, Paraguay, and Uruguay |

Anna N. Chard '#+, Francisco Nogareda®*~, Annette K. Regan 22,

Maria Fernanda Olivares Barraza“, Rodrigo A. Fasce® Natalia Vergara®,

Marcela Avendafio”, Elena Penayo’, Cynrhia Vazquez ’, Marta Von Horoch’,

Fabiana Michel?, Adriana Alfonso®, Cristina Mogdasy®, Hector Chiparelli®, Natalia Goii®,
Miguel Alegretti”, Sergio Loayza?, Paula Couto”, Angel Rodriguez >, Daniel Salas?,
Ashley L. Fowlkes', Eduardo Azziz-Baumgartner '

Morbidity and Mortality Weekly Report

Interim Effectiveness Estimates of 2023 Southern Hemisphere Influenza

Vaccines in Preventing Influenza-Associated Hospitalizations —
REVELAC-i Network, March-July 2023

Ashley L. Fowlkes, ScD'"*; Francisco Nogareda, MPH>*; Annette Regan, PhD*3; Sergio Loayza, MD?; Jose Mendez Mancio?; Lindsey M. Duca, PhD';

Paula Couto, MD?; Juliana Leite, PhD?% Angel Rodriguez, MD?; Daniel Salas, MD?; Eduardo Azziz-Baumgartner, MD'; REVELAC i Network
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