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About NIAC

NIAC includes representatives from the RCPI, its Faculties and Institutes, the RCSI, the ICGP, the
National Immunisation Office, the Nursing and Midwifery Board of Ireland, the Infectious Diseases
Society of Ireland, the Travel Medicine Society, the National Virus Reference Laboratory and lay
members. Meetings are also attended by representatives from the Department of Health and the
HSE, Representatives of the Health Products Regulatory Agency attend to provide regulatory
advice in relation to vaccines.

This group of experts meets to consider new evidence about vaccines and provide advice to the
Chief Medical Officer and the Department of Health. The Department and the Minister for Health
make policy decisions on vaccines which are implemented by the HSE.

https://www.rcpi.ie/policy-and-advocacy/national-immunisation-advisory-committee/
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Executive summary

This document sets out the most up to date National Immunisation Advisory Committee (NIAC
recommendations for COVID-19 vaccination of pregnant women.

Pregnant women are at similar risk of COVID-19 infection to non-pregnant women of the same
age. The overall risk of severe illness in pregnancy is low. However, pregnant women with COVID-
19 infection are more likely to develop serious disease or to die than either pregnant women
without COVID-19 or similar aged non-pregnant women with COVID-19. Additionally, COVID-19
in pregnancy may increase the risk of adverse pregnancy outcomes, such as preterm birth,
compared with pregnant women without COVID-19.

In Ireland, the epidemiology of intensive care admissions in pregnant and postpartum women
with COVID-19 changed between the first and subsequent waves. COVID-19 in pregnancy is a risk
factor for admission to ICU and although absolute numbers are not high, they are
disproportionate to the number of pregnant women in the population. There is evidence of an
increase in premature delivery and in the stillbirth rate in Ireland and the UK in 2021.

There is no evidence that any COVID-19 vaccine affects fertility or the fetus. No unexpected
pregnancy or infant outcomes have been observed related to COVID-19 vaccination during
pregnancy.

There is limited data regarding efficacy of vaccines in pregnancy but no evidence to show they are
less efficacious than in the population. Emerging data indicates that the maternal COVID-19
antibodies can cross the placenta, which may offer neonatal protection.

Pregnancy is a time sensitive condition. There is a specific window during which vaccination can
be offered (14-36 weeks).

NIAC has made the following recommendation for COVID-19 vaccination in pregnancy:

Recommendation

Pregnant women should be offered mRNA COVID-19 vaccination between 14-36 weeks
gestation following an individual benefit/risk discussion with their obstetric care giver

This advice may be revised as more information becomes available or if the epidemiological
situation changes.
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Introduction

The National Immunisation Advisory Committee (NIAC) regularly reviews the evidence relating to
safety and efficacy of COVID-19 vaccines in pregnancy.

This document sets out the most up to date recommendations for COVID-19 vaccination of
pregnant women.

Background

Pregnant women are at similar risk of COVID-19 infection to non-pregnant women of the same
age. The overall risk of severe illness in pregnancy is low. However, pregnant women with COVID-
19 infection are more likely to develop serious disease or to die than either pregnant women
without COVID-19 or similar aged non-pregnant women with COVID-19.

Additionally, pregnant women with COVID-19 might be at increased risk of adverse pregnancy
outcomes, such as preterm birth, compared with pregnant women without COVID-19.

NIAC currently recommends that administration of COVID-19 vaccines in pregnancy should only
be considered when the potential benefits outweigh any potential risks for the mother and fetus.
Pregnant women at high risk of severe disease and healthcare workers should be referred to their
obstetrician or GP to discuss the risks and benefits of COVID-19 vaccine.

If the benefit/risk ratio is favourable, COVID-19 vaccine should be offered. The two-dose schedule
should not commence before 14 weeks gestation and should be completed by 36 weeks gestation.
To assist with the decision making, NIAC collaborated with the Institute of Obstetricians and
Gynaecologists (I0G) in developing a frequently asked questions document and decision aid.

An updated review of the evidence for COVID-19 vaccination in pregnancy was conducted by NIAC
in April 2021. A consultation process involving the Maternal Fetal Medicine specialists &
Obstetricians within the 10G took place. The Irish Medicines in Pregnancy service in the Rotunda
Hospital was also involved in reviewing the evidence.
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Discussion

COVID-19 Morbidity and Mortality in Pregnancy

Pregnant women are at similar risk of contracting COVID-19 to their peers but pregnant women
who contract COVID-19 are at higher risk of hospitalisation, preterm birth, ICU admission and
death. Pregnant women admitted to hospital with symptomatic COVID-19 have worse outcomes,
including an increased risk of death, compared to pregnant women without COVID-19.

The UK Obstetric Surveillance System (UKOSS) published a report on pregnant women admitted
to hospital with confirmed COVID-19 in the UK covering the period from 1 March 2020 to 31
August 2020. During that time 1,148 hospitalised women had COVID-19 in pregnancy. Most (63%)
were symptomatic with COVID-19; however, this includes many women from the first wave of the
pandemic, when testing was only performed for symptomatic individuals.

Of the 1,148 pregnant women admitted to hospital, 63 (5%) required critical care. Six of these
women died from COVID-19, giving a maternal mortality rate of 2.2 hospitalised women per
100,000 maternities (95% Cl 0.9-4.3). The UK maternal mortality rate for March 2020-February
2021 may be at least 20% higher than in previous recent years (12/100,000 pregnancies compared
to 10/100,000). There are also reports of increased maternal mortality rates from countries
including Italy, Brazil, South Africa and Mexico. A study of patients in UK in December 2000 and
January 2021 found that one in nine women under the age of 50 in ICU were either pregnant or
had recently given birth. The preterm birth rate among symptomatic women was 18% (2.5 times
the background rate).

In many studies symptomatic COVID-19 in pregnancy was mainly diagnosed in the third trimester.
The severe illness and deaths reported occurred in the third trimester and the postpartum period.
Women in the last trimester with COVID-19 have more difficulty with ventilation and cannot easily
be placed prone, and delivery to relieve the added circulatory and respiratory burden is often
required.

In Ireland, seven pregnant or postpartum women with COVID-19 were admitted to ICU in the first
and second waves (March to November 2020 compared to 16 from 22 November 2020 to April
10, 2021, Asa proportion of women of reproductive age this latter figure is higher than expected
(16/49) 32%)
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Adverse Perinatal Outcomes

Pregnant women have particular risks not borne by the non-pregnant, including the risk of
stillbirth, premature birth and potential adverse infant outcomes. An international systematic
review estimated the risk of preterm birth to be approximately 17%. Most of these preterm
deliveries (94%) were induced to improve maternal oxygenation.

There appears to be an additional risk of stillbirth / late miscarriage in Ireland in the third wave.
There have been 7 cases causally linked to COVID-19 placentitis. This is an inflammatory condition
of the placenta which impedes nutrient transfer to the fetus. Cases occurred between 0 and 21
days from confirmation of COVID-19 infection. Between January- March 2021, there were 840
confirmed COVID-19 positive pregnant women (likely an underestimate). This gives an estimated
risk of COVID-related stillbirth of 8.3/1000, compared to a pre-pandemic rate of 2.8/1000. This
suggests that COVID-19 in pregnancy may increase the risk of stillbirth. Five of these cases were
laboratory confirmed as related to the B1.1.7. variant, which may explain the clustering in early
2021.

A UK Obstetric Surveillance System (UKOSS) report from 25 March 2021 indicates a stillbirth rate
of pregnant women with COVID-19 of approximately 10/1000, higher than the background rate
of 4/1000.

Gestational Considerations

Pregnancy is a time sensitive condition. There is a specific window during which vaccination is
recommended (14-36 weeks). It is estimated that, in Ireland, out of 47,500 pregnant women,
approximately 20,000 will be eligible at any time point.

Safety of COVID-19 vaccines

Pregnant women were not intentionally recruited to the initial trials. Trials of the COVID-19
vaccines are now taking place in pregnant women, and results are expected in the coming months.

Animal reproductive toxicology studies of the mRNA and COVID-19 vaccine Janssen vaccines did
not identify any safety concerns. A preliminary animal reproductive toxicity study of Vaxzevria®
COVID-19 vaccine AstraZeneca did not show toxicity.

There is no evidence that any COVID-19 vaccine affects the fetus or fertility. Over 96,000 mRNA
vaccinations in pregnancy have been reported to the CDC in the US as of 13 April 2021. A similar
number have received Comirnaty® Pfizer/BioNTech mRNA vaccine in Israel. All information shows
pregnancy complication rates similar to what would normally be expected. No unexpected
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pregnancy or infant outcomes have been observed related to COVID-19 vaccination during
pregnancy. Long term follow up of vaccine recipients is ongoing.

Efficacy of COVID-19 vaccines

There is limited data regarding efficacy of vaccines in pregnancy, but there is no evidence that
they are less efficacious than in the general population. There is some emerging data indicating
that maternal COVID-19 antibodies cross the placenta, raising the likelihood of neonatal
protection.

Current recommendations for COVID-19 vaccination in pregnancy

Ireland

NIAC currently recommends that administration of COVID-19 vaccines in pregnancy should only
be considered when the potential benefits outweigh any potential risks for the mother and fetus.
Pregnant women at high risk of severe disease and healthcare workers should be referred to their
obstetrician or GP to discuss the risks and benefits of COVID-19 vaccine.

If the benefit/risk is favourable, vaccination should not commence before 14 weeks gestation and
should be completed by 36 weeks gestation.

International Recommendations

European Network of Teratology Information Services

Vaccination is currently the most effective measure to reduce the risks associated with COVID-19
disease in pregnant women. Current safety data are reassuring, leading to a favourable benefit-
risk ratio for COVID-19 vaccination in pregnancy.

ENTIS Position Statement; COVID-19 vaccines in pregnancy and lactation

France

A mRNA COVID-19 vaccine was recommended for pregnant women with a high-risk medical
condition up to 1 April 2021. Since then, a mRNA COVID-19 vaccine is now recommended for all
pregnant women.

The vaccination strategy and the list of priority audiences

Should pregnant women be vaccinated against COVID-19?
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Italy

Vaccination should be considered for pregnant women at high risk of exposure or with underlying
conditions predisposing them to poor outcomes.

The use of COVID-19 vaccines in pregnant and lactating patients

Netherlands

The Health ministry advises against vaccination in pregnancy except for where a woman is
deemed high risk.

www.government.nl

UK

The Joint Committee on Vaccination and Immunisation (JCVI) advises that all pregnant women
should have access to COVID-19 vaccination, preferably mRNA vaccines where available.

The Green Book Chapter 14a

Israel

The vaccine is available to women at any stage of pregnancy who wish to receive it, although first
trimester vaccination is only recommended for women in risk groups.

Vaccinating Women who are Planning a Pregnancy, Pregnant or Breastfeeding with the COVID-19

Vaccine — Clarification

USA

All pregnant women are advised to avail of vaccination with no gestational limits. The CDC advises
that pregnant women can choose to become vaccinated with any of the authorised vaccines
(Pfizer or Moderna).

Vaccination of pregnant or lactating people

Canada

The National Advisory Committee on Immunization recommends that a mRNA COVID-19 vaccine
may be offered to pregnant individuals in the authorized age group if a risk assessment deems
that the benefits outweigh the potential risks for the individual and the fetus.
Recommendations on authorized COVID-19 vaccines for public health program level decision-

making

The Society of Obstetricians and Gynecologists of Canada recommends prioritisation of women
who are more than 20 weeks pregnant for vaccination. They also recommend that all pregnant
women should be eligible for vaccination.

SOGC Statement on COVID-19 Vaccination in Pregnancy
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Conclusions

In Ireland, the epidemiology of intensive care admissions in pregnant and postpartum women
with COVID-19 changed between the first and subsequent waves. COVID-19 in pregnancy is a risk
factor for admission to ICU and although absolute numbers are not high, they are
disproportionate to the number of pregnant women in the population. There is evidence of an
increase in premature delivery and in the stillbirth rate in Ireland and the UK in 2021.

There is no evidence that any COVID-19 vaccine affects the fetus or fertility. No unexpected
pregnancy or infant outcomes have been observed related to COVID-19 vaccination during
pregnancy.

There is limited data regarding efficacy of vaccines in pregnancy but no evidence to show they are
less efficacious than in the population. Emerging data indicate that the maternal COVID-19
antibodies can cross the placenta, which may offer neonatal protection. To date, the side effects
of the vaccines in pregnant women is similar to that expected.

Pregnancy is a time sensitive condition. There is a specific window during which vaccination can
be offered (14-36 weeks).

Recommendation for COVID-19 vaccination in pregnancy

This advice may be revised as more information becomes available or if the epidemiological
situation changes.

Recommendation

Pregnant women should be offered mRNA COVID-19 vaccination between 14-36 weeks
gestation following an individual benefit/risk discussion with their obstetric care giver
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