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FACTS: Vaccines in Pregnancy
§ Vaccines are routinely given in pregnancy:

- To protect the mom: 
§ Flu vaccines
§ Pneumococcal vaccine (immunocompromised pateints)
§ Hepatitis B

- To protect the baby
§ Tdap

§ Some vaccines are NOT recommended in pregnancy (contain 
live-attenuated virus):
- MMR
- Varicella
- Yellow fever
- Smallpox
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Dec 2020à

Feb 2021à
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How mRNA vaccines work

No live virus 
= 

No risk of 
infection

From Topol, Cell 2021
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How adenovirus-DNA vaccines work

No replicating 
virus

= 
No risk of 
infection

From NY Times
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Why are pregnant and lactating people excluded from 
vaccine and therapeutics trials?

§ To protect them
§ Pregnant individuals wouldn’t want to take the risk
§ Increases cost and complexity of trials

- Pregnancy follow-up
- Neonatal follow-up

§ Administrative and regulatory disincentives
- “Protection of women and children”
- “Inclusion of vulnerable populations”

But, this approach is actually harmful …
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Protect pregnant people through research, not from
research.

§ Pregnancy is a risk factor for severe disease and complications
- H1N1, SARS-CoV-2

§ Many at-risk are pregnant or lactating
- Health care workers
- Medical comorbidities

§ Pregnant and lactating mothers are forced to make a decision without 
data
- Data collected outside of a clinical trial is sub-optimal
- Not controlled
- Often rely on registries-> introduces bias

Why pregnant and lactating people should be 
included unless exclusion is justified:
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Guidance from Regulatory, Public Health and Professional 
Societies

Pregnancy Lactation
Not eligible First Round: UK, WHO First Round: UK, WHO

Should not be 
routinely given

UK, WHO
à Revised to “consider in high-
risk situations”

Do not deny access FDA FDA

Should be offered ACOG, SMFM UK, WHO, ABM,
ACOG

Recommended CDC (April 2021) CDC, SMFM
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Unknowns regarding COVID vaccines in pregnancy 
and lactation
§ Efficacy- Do they work?

- Are immune responses similar to non-pregnant?
- Does duration of immunity change with pregnancy?
- Should dosing amount/schedule change?

§ Safety- Are they safe for mom and baby?
- Immediate side effects of vaccine in pregnancy?
- Does vaccine cross the placenta, or into breastmilk?
- Does the vaccine cause placental/fetal inflammatory response?
- Adverse pregnancy outcomes? Miscarriage, stillbirth, birth defects, 

complications?
§ Benefits to fetus/infant

- Passive immunity to baby in utero or breastmilk?
- Optimal timing of vaccination in pregnancy?
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Early data
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CDC V-SAFE Registry
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April 21, 2021
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827 Completed pregnancies
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Limitations

§ Largest study to date
§ Prospective data collection, phone interviews for registry
§ Very good symptomatology data
§ Continuing to collect data

Strengths

§ Dec 14, 2020-Feb 28, 2021-> just 11 weeks
§ Early vaccinees-> all HCW, 75% White 

- population-wide comparison may not be appropriate)
§ Only 827 completed pregnancies-->mostly 3rd trimester vaccinations
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COVIPAL Study (COVID-19 Vaccines in Pregnancy and Lactation)

IgM and IgG response in pregnant and lactating 
individuals similar to non-pregnant volunteers

Infants born to vaccinated 
mothers have IgG in cord blood

https://gawlab.ucsf.edu
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Robust antibody response is generated in pregnancy

And antibodies are transferred to the baby! 
- (if vaccinated at least 2-3 weeks before delivery)
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Antibodies are secreted into breastmilk after vaccination 

Perl SH, et al. JAMA. 2021
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• Double blind RCT of 4000 pregnancies
• International (>60 US sites)
• 24-34 weeks GA
• Participants unblinded at delivery
• Infants followed for 1 year

Started in March 2021à expect results in Winter 2021
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How do I consider risks/benefits?

Get the vaccine! Don’t get the 
vaccine!

• I have no risk of getting 
COVID-19.

• I am allergic.
• I want to wait for more 

data.

• Pregnancy and lactation is a 
risk factor for severe disease.

• The vaccine works based on 
early antibody data.

• Reduce transmission to 
friends/family.

• I can pass on to my baby (in 
utero and in milk)

• Early safety data indicates 
overall safety. For the majority- PLEASE GET THE VACCINE!
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Questions?


