mRNA COVID-19 vaccine Pfizer/BioNTech [mRNA-CV]

COVID-19 vaccination, pregnancy and lactation
For health professional use

COVID-19 Comirnaty™ (Pfizer/BioNTech) vaccination and pregnancy
Women who are pregnant and at risk of exposure to SARS-CoV-2 virus can receive a COVID-19 vaccine at
any stage of pregnancy. For those at low risk of exposure, it is recommended to delay vaccination until
after birth.
Routine pregnancy testing before COVID-19 vaccination is not recommended and those who trying to
become pregnant do not need to avoid pregnancy after receiving a COVID vaccine. It is recommended that
a pregnant woman, her whānau and her healthcare professional discuss the risks associated with COVID-19
disease for pregnant women and the growing baby and consider the available safety data of COVID-19
vaccination during pregnancy.
COVID-19 vaccination does not replace the need for simple measures that reduce the risk of disease
transmission such as physical distancing, handwashing, and use of appropriate personal protective
equipment (PPE) as needed.
COVID-19 vaccination and breastfeeding
Breastfeeding women can receive a COVID-19 vaccine. There are no safety concerns for a breast-feeding
woman or her infant associated with having this COVID-19 vaccine.

COVID-19 disease and pregnancy
Risk from COVID-19 for the mother
Like influenza, healthy pregnant women who are infected with the SARS-CoV-2 virus have an increased risk
of severe COVID-19 disease compared with non-pregnant women.1
Healthy pregnant women with COVID-19 are up to four times more likely to be admitted to an intensive
care unit (ICU) and need ventilation support than women who are not pregnant.1,2 Pregnant women from
age of 35 years and those who have a chronic condition, such as obesity, high blood pressure or preexisting diabetes, are 2−5 times more likely to need ICU care and ventilation.2
The increased risk of severe COVID-19 disease is likely to be related to some of the physiologic changes
during pregnancy.1 During pregnancy, the mother’s immune system is temporarily suppressed to prevent
her immune system from harming her growing baby, which is genetically different to her. This can make
her more susceptible to getting infections, especially with viruses.3-6 As the baby grows, the mother’s lung
function decreases, her body needs more oxygen, the volume of blood being pumped around her body
increases and her heart works harder.3
Risk from maternal COVID-19 for the baby
Babies born to mothers with COVID-19 disease were up to seven times more likely to be born pre-term and
up to five times more likely to require neonatal intensive care when compared with babies born to women
without the disease.2 The babies of women hospitalised with COVID-19 are more likely to be born by
caesarean section and delivered preterm out of concern for the maternal health.7
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SARS-CoV-2 infection in pregnancy does not appear to affect fetal growth or the rates of early neonatal
death and stillbirth.7 The risk of SARS-CoV-2 infection from the mother during birth (vertical transmission)
to her new born appears to be small and is often asymptomatic and rarely severe.8,9

COVID-19 disease in New Zealand
As of March 2021, New Zealand has minimal community transmission of COVID-19. Management at the
border to prevent new cases of COVID-19 disease entering our community, rapid identification of
unexpected community cases and comprehensive contact tracing have ensured little community spread of
the disease.10
The risk of exposure to SARS-CoV-2 infected people is highest in those working around people who have
recently arrived from overseas, such as staff working at the border, at or with managed isolation facilities,
at the ports, and staff at the hospitals who caring for people with severe COVID-19 disease. Household
contacts of these workers have the next highest risk of SARS-CoV-2 exposure.
Priority COVID-19 vaccination populations
While there is minimal community spread, immunisation to protect against COVID-19 is initially focused on
the people with an occupational risk of being exposed to those potentially infected with SARS-CoV-2, those
working at the border, managed isolation facilities and the ports and their households, followed by staff at
major hospitals near managed isolation facilities.11
Those with an occupational risk of exposure to COVID-19 cases and their households are likely to include
women who are pregnant or planning pregnancy, and women who are breastfeeding.
COVID-19 vaccine safety in pregnancy
The Pfizer-BioNTech COVID-19 vaccine is a mRNA vaccine. It is not a live vaccine. After injection, the mRNA
delivers a genetic message to manufacture proteins inside the target cells in the person who received the
vaccine and then breaks down. The mRNA from the vaccine does not enter the nucleus of any cells and
does not integrate with DNA,12 which means the vaccine cannot cause genetic changes in the mother or her
baby. It is considered highly unlikely this vaccine would cause problems in pregnancy; however pregnant
women were not formally included in the initial clinical trials.
Safety data on the use of the mRNA COVID-19 vaccine (Comirnaty, Pfizer-BioNTech) in women who are
pregnant is currently limited. During the phase 3 clinical trials of the Pfizer-BioNTech COVID-19 vaccine,
some pregnant women were inadvertently vaccinated. A total of 23 pregnancies were reported (12
received the vaccine, 11 received the placebo). After around 2 months after the start of the COVID-19
immunisation programme in the U.S (as of 16 February 2021), the ‘V-Safe after vaccination health checker’
had received 16,039 reports from women who were pregnant when they received the Pfizer-BioNTech
vaccine and a further 14,455 who had received a different mRNA COVID-19 vaccine.13 No safety concerns
have been identified among vaccinated pregnant women.
The potential importance of immunising pregnant women against COVID-19 is known, and several studies
are underway to improve the evidence around safe use of COVID-19 vaccines in pregnancy. For example, in
February 2021, Pfizer and BioNTech began a clinical trial to formally evaluate mRNA COVID-19 vaccine
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safety, tolerability and immunogenicity in women who are pregnant.14 In the U.S, a V-safe pregnancy
register was established to a monitor participants for pregnancy and infant outcomes; no safety concerns
have been raised to date. Furthermore, COVID-19 Vaccines International Pregnancy Exposure Registry (CVIPER) study is also underway.13

What are the likely vaccine responses?
During the Pfizer-BioNTech COVID-19 vaccine phase 3 clinical trials, the most common vaccine responses
reported by adults aged 16−55 years were a fever of 38°−39°C, fatigue and headache, more likely after the
second vaccination, and/or mild to moderate pain at the injection site.15 Data from V-Safe found no
differences in local and systemic responses between pregnant and non-pregnant women.13
Prior to receiving their vaccination, we recommend that pregnant women discuss, with their doctor or
midwife, the best ways to relieve possible post-vaccination discomfort.
Anaphylaxis following vaccination is very rare. For most vaccines, up to three cases of anaphylaxis could
occur for every million doses administered.16 Initial surveillance data from the U.S. COVID-19 vaccination
programme suggest that anaphylaxis could occur at a slightly higher rate for the Comirnaty™ (PfizerBioNTech) vaccine, at up to five times per one million doses administered.17
For this reason, all COVID-19 vaccine recipients are currently being asked to remain under observation for
20 minutes after receiving their vaccine. All vaccinators in New Zealand have training and equipment to
manage anaphylaxis, should it occur.
Who should not receive a COVID-19 vaccine?
A COVID-19 vaccine is contraindicated for anyone who has had anaphylaxis to an ingredient in the vaccine
or a previous dose of the vaccine.
Who can receive a COVID-19 vaccine?
For women who are pregnant and at high risk of exposure to SARS-CoV-2 can be offered mRNA COVID
vaccine (Comirnaty) with informed consent. For those at low risk of exposure, it is recommended to delay
vaccination until after birth.
Women planning pregnancy can receive a COVID-19 vaccine.
•

Pregnancy testing is not recommended prior to vaccination.

•

It is not necessary to delay pregnancy after receipt of a COVID-19 vaccination.

The presence of a minor infection is not a reason to delay vaccination. For anyone who is acutely unwell,
fever >38°C or acute systemic illness, vaccination should be deferred until they are no longer acutely
unwell.
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