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* 452 millones de casos reportados
* 6 millones de muertes
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Vacunas C19 y Embarazo

* Mayoria Ensayos sin gestantes

* Nuevas tecnologias (ARNm y
Vectores)

* Fuertes mensajes antivacunas
e Utilizacion.masiva de HCQ, IVM.
* [Faltade confianza en Proveedores
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COVID-19y Embarazo
T

* Resultado adverso embarazo

 Admision a ICU/Ventilacion
mecanica

e Parto prematuro iatrogénico

e Sintomas de preeclampsia

* Parto porncesarea » |

* Muerte¥ Vg L

* Estrés emocional

1 d0i:10.1002/uog.23631
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Otras Ventajas de vacunar contra COVID-19 a las
embarazadas

* Anticuerpos maternos podrian‘pasarial bebe
protegiéndolo durante gestacién y lactancial-?

VACCINATION ’

e Disminuiria riesgo de infeccion a ginecoobstetras
* Ayudaria a\generar inmunidad colectiva

| Leves y transitorios eventos adversos, muy
raramente necesitan atencion médica

1 Flannery et al 2021 Assessment of Maternal and Neonatal Cord Blood SARS-CoV-2 Antibodies and Placental Transfer Ratios 10.1001/jamapediatrics.2021.0038
2 Gilbert and Rudnick 2021 Newborn Antibodies to SARS-CoV-2 detected in cord blood after maternal vaccination 10.1101/2021.02.03.21250579
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* Aplicacion en 20K * Ministerio de salud y
gestantes sin “redflags” Consejo de Salud

ginecologica recomienda
aplicacion a gestantes

* IniciodeEnsayo Pfizer

3- https //www. haaretz com/israel- news/ premium- |srael health ministry- cowd coronavirus-vaccine- pﬁzer moderna pregnant women-1.9464937
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https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html
https://edition.cnn.com/world/live-news/coronavirus-pandemic-vaccine-updates-02-10-21/h_b6325730f51cfaf3a15213977f68867d
https://www.pfizer.com/news/press-release/press-release-detail/pfizer-and-biontech-commence-global-clinical-trial-evaluate

CoVID-19 covip-19 I CovViD-19

CORONAVIRUS
VECEINE VACCINE

VACCINE
EE/RNA VIRAL VECTOR

(GENETICALLY MODIFIED VIRUS)

20MG/ML
2 Ly
20 mg/mL mg/mL FOR SINGLE PATIENT USE ON
FOR SINGLE PATIENT USE ONLY
FOR SINGLE PATIENT USE ONLY
STORE WELL. INJECTION ONLY.

STORE WELL, INJECTION ONLY.
STORE WELL. INJECTION ONLY.
STOREAT-20°C FORUPTO 6 MONTHS STORE AT REGULAR FRIDGE TEMPERATURE
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Seguridad de las vacunas'

*  No pueden causar COVID
tienen Mercurio (OMS)
*  No se han encontrado problemas de seguridad en-as/estudios preclinicos con
animales
* Reportes iniciales (ARNm) no indicaron problemas en el embarazo
* Sin mayor riesgo de aborto espontaneo (ARNm)

* En un estudio de-mas de 40.000 mujeres embarazadas, la vacunacion con
COVID-19 durante el embarazo no se asocio con el parto prematuro ni con el
nacimiento de un bebé pequefio para su edad gestacional.

1 https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/pregnancy.html
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Seguridad de las vacunas

« Adenovirus-Based Vaccines and Thrombosis in Pregnancy: A Systematic Review
and Meta-analysis (Feb 2022)"

« .
° Among pregnant women, of the 28 studies that reperted atotal of 1731 pregnant

women, thrombocytopenia or coagulopathy-were hot reported”

® Uncaso reportado con AZ'en Brasil?

1 Doi: 10.1093/cid/ciac080
2 Doi: 10.3324/haematol.2021.279407
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https://doi.org/10.3324/haematol.2021.279407
https://doi.org/10.3324/haematol.2021.279407

COVID-19 Vaccination among Pregnant People in the U.S.:
A SyStematiC Review (american Journal of Obstetrics & Gynecology 7 March/2022)

* “Nose demostraron efectos perjudiciales con respecto alembarazo, el
desarrollo fetal o los resultados neonatales”

* Sin diferencias en hipertensién.gestacional(p = 0,60), preeclampsia (p = 1,00) y
incidencia de tromboembolismo (p'=1,00) entre las embarazadas vacunadas y
las no vacunadas

*  No hube lesiones placentarias ni mortinatos.

DOI: 10.1016/j.ajogmf.2022.100616
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Inmunogenicidad’

e Vacuna de ARNm de COVID-19 durante el embarazo — Ac contra SARS-CoV-2 =
gue no embarazada

* Se han encontrado en la sangre del corddn umbilical Acs producidos después de
gue una gestante recibiera vacuna COYID-19 de ARNm.

* Alos 6 meses de’edad;1a mayoria (57%) de los bebés nacidos de embarazadas
gue.se vacunaron durante el embarazo tenian anticuerpos detectables contra la
COVID-19, en comparacion con el 8% de los bebés nacidos de embarazadas que

sufrieron COVID-19 durante el embarazo. 1. DOI.10.3389/fimmu. 2021808064
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;Cuantas dosis y cuando?’

e 1 dosis Pfizer > Acs en CU a los 14 dias
e 1 dosis Pfizer # Acs en CU (si se coloca a menos

de 3 semanas del parto) COVID-19
_ _ VACCINATION CARD
* 2dosis de ARNm > 1 dosis de ARNm en
produccidon de Ac maternales y en CU WM e ‘
. . . 3 O FIRST DOSE %
* Relacion de transferencia placentaria (1gG i SECGRID DOSE S
neonatal/ IgG materna) o #de semanas post \ =
segunda-dosis L LA

» 7Se necesitan mds datos de sequridad sobre la

Inmunizacion durante el primer trimestre”
1. DOI.10.3389/fimmu.2021.808064
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Las vacunas son eficaces para prevenir infeccion y
hospitalizacion en el embarazo’

Table 5. Effectiveness of COVID-19 vaccine among pregnant women.

Vaccinated Unvaccinated
Outcomes Pregnant Women Pregnant Women OR 95%Cl1 p-Value P%
n/MN n/N
Infection 255/19,078 678/21,848 (0.495 (1.348-0.703 (.00 57.6
Hospitalization 24/18,391 48,/18,391 0.501 0.306-0.818 0.006 0
Death 0 0 - - - -

Death: no studies found with sufficient data to be analyzed.

1 DOI: 10.3390/vaccines10020246
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https://doi.org/10.3390/vaccines10020246

Gestantes no vacunadas tienen riesgo elevado
incluso con OMICRON:!

Table 3 Outcomes among symptomatic pregnant women admitted to hospital with SARS-
CoV-2 infection during the period when Omicron was the dominant variant by vaccination
status, UK, 15" December 2021 to 14" January 2022

Unvaccinated 1 dose 2 doses 3 doses Status
unknown n
n (%) n (%) n (%) n (%) (%)

Total number 249 45 (n=76) (n=13) (n=66)
Composite indicator of
moderate to severe 59 (23.7) 10 (22.2) 9(11.8) 0 (0.0) 8 (12.1)
infection
Intensive Care
admission 14 (5.6) 3 (6.7) 1(1.3) 0 (0.0) 1(1.5)
Maternal Death 2 (0.8) 1(2.2) 0 (0.0) 0(0.0) 0 (0.0)

1 DOI: 10.1101/2022.03.07.22271699
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TABLE 3. Effectiveness* of maternal 2-dose primary mRNA COVID-19
vaccinationagainst COVID-19-associated hospitalizationininfants aged

<6 months, by timing of matemal vaccination during pregnancy’ —

20 pediatric hospitals, 17 states,3 July 2021-January 2022

No. vaccinatedY/Total (%)

Vaccine
Timing of maternal vaccination Case- Control- effectiveness,*
during pregnancyt infants infants % (95% Cl)
Any time 28/176(15.9) 65/203 (32.0) 61(31to78)
Early (first 20 weeks) 17/165(10.3) 26/164 (15.9) 32 (-43 to 68)
Late (21 weeks’ gestation through ~ 9/157 (5.7) 38/176 (21.6] 80(55t091)

14 days before delivery)

1 DOI: 10.15585/mmwr.mm7107e3
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Vacunacion materna protege al infante contra
hospitalizacion por COVID-19'
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http://dx.doi.org/10.15585/mmwr.mm7107e3

Sputnik estudio gestantes rusas’

* 58% vacunadas con 2 dosis Sputnik / 33.7% 1.dosis
683 (88,4%) vacunadas antes de Jas 12.semanas

* Incidencia de COVID-19 : 2% (16 Pac)
— 15 COVID leve y ¥ COVID)moderado

* Aborto.espontaneo 13% (Pg=15-20%)
 Malformaciones fetales 1.1% (Pg= 1.1%)

1. Pregnancy outcomes after maternal COVID-19 vaccination during pregnancy: preliminary data DOI 10.18565/aig.2021.11.5-8
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Safety profile of COVID-19 vaccines in pregnant and
postpartum women in Brazil

e 20% de tasa de mortalidad en
Brasil durante 2020

* |ncidencia EA: 309/100000
dosis

e Sinovac EA.74/100000 dosis

1 DOI:10.1101/2021.12.14.21267777
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https://doi.org/10.1101/2021.12.14.21267777

Safety profile of COVID-19 vaccines in pregnant and

postpartum women in brazil

Table 2. Incidence of adverse events notified by Brazilian pregnant and postpartum women by vaccine received

Overall Pregnant
N N
AE IR* 95% CI AE IR* 95% CI
doses doses
Sinovac/Butantan 187 252430 74.08 (63.47, 84.69) 179 193517 92.5 (78.95,106.04)
Pfizer/BioNTech 572 48310 11811 (108.43, 127.78) 560 372980  150.14 {(137.72, 162.57)
AstraZeneca! 1712 65435  2616.34  (2494.04,273864) 1694 37954  4463.3  (4255.55,4671.04)
Janssen 15 1388 1080.69  (536.76, 1624.62) 15 367 4087.19  (2061.54, 6112.85)
Total 2486 803563  309.37 (297.23,321.51) 2448 604818  404.75 (388.75,420.75)

AE: Adverse Events; IR: incidence rate; CI: Confidence interval;

* |R per 100,00 doses; 'AstraZeneca includes the vacdnes ChAdOx1 nCoV-19 and BBV152;

1 DOI: 10.1101/2021.12.14.21267777
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https://doi.org/10.1101/2021.12.14.21267777

Safety profile of COVID-19 vaccines in pregnant and
postpartum women in Brazil

Table 3. Incidence of AE among pregnant women according to the type and severity

Sinovac/Butantan Pfizer/BioNTech AstraZeneca' Janssen Total
IR* 95% ClI IR* 95% Cl IR* 95% ClI IR* 95% Cl IR* 95% Cl
Maternal 10.3 (6.34, 14.26) 9.7 (6.93,12.48) 65.71 (46.08, 85.35) 72.05 (0.0,213.2) 14 .56 (11.92, 17.2)

Systemic  50.31 (41.56,59.06) 89.41 (80.99,697.82) 21945 (2082.29,2306.8) 864.55 (377.51,1351.59) 249.88 (238.97, 260.8)

Local 436 (1.78,6.93) 1549 (1198, 1899) 31176 (269.05, 354.47) 144.09 (0.0, 343.65) 3634  (32.17,4051)

IR: incidence rate; Cl: confidence interval; 'AstraZeneca includes the vaccines ChAdOx1 nCoV-19 and BBV152;

*|R per 100,000 doses administered.

1 DOI:10.1101/2021.12.14.21267777
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https://doi.org/10.1101/2021.12.14.21267777

Safety profile of COVID-19 vaccines in pregnant and
postpartum women in Brazil

Sinovac/Butantan Pfizer/BioNTech AstraZeneca' Janssen Total
AE AE AE AE AE
% % % % %

(n=187) (n=572) (n=1712) (n=15) (n=2,486)
Maternal
Spontaneous abortion 9 4.81% 28 4.9% 21 1.23% 1 0.066% 59 237%
Pregnancy bleeding 6 3.21% 3 0.52% 11 0.64% 0 0% 20 0.80%
Neonatal death 3 1.6% 9 1.57% 1 0.06% 0 0% 13 0.52%
Premature birth 1 0.53% 3 0.52% 3 0.18% 0 0% 7 0.28%
Abdominal pregnancy 3 1.6% 0 0% 0 0% 0 0% 3 0.12%

1 DOI: 10.1101/2021.12.14.21267777
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https://doi.org/10.1101/2021.12.14.21267777

RECOMENDACION ACOG

* Vacunacion a las gestantes con ARNm vs J&J
e Lavacunacion puede realizarse en

* Las embarazadasy hasta 6 semanas después del parto
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CONCLUSIONES

Las vacunas (ARNm) contra COVID-19 son eficaces y segurasen
el embarazo

Las vacunas con vectores adenoviricos contra COVID-19 parecen
ser seguras durante el embarazo: Eficacia ¢ ?

Las vacunas inactivadas sonseguras durante el embarazo y
quizas su eficacia'sea mas baja que las anteriores

Hacen-falta mas estudios para cuantificar eficacia y seguridad de
vVacunas con vectores e inactivadas
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