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Process for WHO Policy Recommendations on Immunization

Strategic Advisory Group of Experts on Immunization (SAGE)

International experts; independent review of evidence
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SAGE video meetings monthly since January 2021 i
SAGE COVID-19 Working Group/sub-groups (2-3 times/week) i
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Reports to WHO Director General

www.who.int/groups/strategic-advisory-group-of-experts-on-immunization
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COVID-19 Technical Documents J

v Product specific documentation (6 EUL vaccines approved) v" WHO SAGE Roadmap For Prioritizing Uses of COVID-19
v Generic guidance for policy-making on COVID-19 vaccines Vaccines in the Context of Limited Supply
v Further resources — Vaccine Introduction Toolkit v' Other COVID-19 related guidance (e.g. Gender; Influenza)

www.who.int/qroups/strateqgic-advisory-qroup-of-experts-on-immunization/covid-19-materials
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Background evidence on COVID-19 vaccines and

pregnant/lactating women

Pregnant and lactating women were not included in the
initial clinical trials of COVID-19 vaccines.

Studies are underway™ but long-term safety data are not yet
available

Available COVID-19 vaccines are not live virus vaccines

Data from animal studies and post-introduction surveillance
data have not shown harmful effects in pregnancy

Vaccine effectiveness likely to be comparable to non-
pregnant women; initial immunogenicity data similar

https://www.cdc.qov/coronavirus/2019-ncov/vaccines/safety/vsafepregnancyregistry.htm! Organization

* httos://clinicaltrials.qov/ct2/show/NCT04754594
https://clinicaltrials.qov/ct2/show/NCT04765384 i@ World Health



WHO Interim Recommendations

pI et e e GRS In the interim, WHO recommends vaccination in pregnant women
SKooscmen e easieEet - \when the benefits of vaccination to the pregnant woman

Interim guidance

[ Gl outweigh the potential risks.

For example:

> pregnant women at high risk of exposure to COVID-19

> pregnant women with comorbidities that place them in a high-
risk group for severe COVID-19

https://www.who.int/groups/strategic-advisory-group-of-experts-on-immunization/covid-19-materials
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Enabling Pregnant Women’s Choice:

Benefit/Risk Assessment

* Pregnant women should be provided with information about the:

» risks of COVID-19 in pregnancy
> likely benefits of vaccination in the local epidemiologic context
» current limitations of the safety data in pregnant women

* Not necessary to conduct pregnancy testing prior to vaccination

* No need to delay or terminate pregnancy because of vaccination
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HEALTH WORKER COMMUNICATION FOR COVID-19 VACCINATION : COVID-19 VACCINATION: PREGNANT AND LACTATING WOMEN

Flow diagram for communicating during COVID-19 vaccination sessions
Before vaccination, pregnant women should be provided with information about:
STEP 1*: Determine eligibility for vaccine

« the risks of COVID-19 in pregnancy
« the likely benefits of vaccination in the local epidemiologic context, and

1. Is the client a member of a priority group for vaccination?

» medical tist group « elderly » healthworker = essential worker - = athér
2. 15 the client free from medical contraindications for the COVID-19 vaccine? + the current limitations of the safety data in pregnant women.

3. Is the client pregnant or lactating? See page 2. It is not necessary Lo conduct pregnancy testing prior to vaceination. There is NO need to delay
] of terminate pregnancy because of vaceination
®r

T — famtnﬂullr scplai that the ciisnt i fiot COMMONLY ASKED QUESTIONS AND KEY MESSAGES:
2 currently eligible for COVID-19 vaccination:

* It nal s membet of a prionty group, glv: nfarmation aboul when Are pregnant women at higher risk for complications of COVID-197
Say: “Tody we will vactinate yoe I VAEORE IR OGS MOy Seh « Breghant women who gt GOVIE-19 are mors likely to have compizations (= q. admitied 1o kitensive care, nesding
againet COVID 19, Wonderdulr* « fthere = 3 medical mmumdl:num,npl-n\hm 1he COVIDAD 4
prhiri el Syt & machine tg help them beeath, ete) eompsred to non-pregnant reproduEtive aged women.
> + COVID-IS in pregnancy hss also been assoriated with increased risk of pre-term birth and neo-natal intensive caie.

« Pregnant wamen whe are older (=35 years) ar have high body mase index (x30), or an existing eo-morbidity such e
diabetes or hypertension, are at particular risk of serious outcomes of COVID-19.

Ask: “What questions do you have?"
Can COVID-19 vaccines harm babies in the womb?

* Pregnant ndlactaing wormen e not ncluded n the el clinicl tisls of COVID-1# vaccines:and longern
safety dats afe not yet svallable However, studies are undarwsay

H e a I t h STEP 3*: Share key messages

and affirm vaccination

Respond to questions and concerns with

empathy:

* Acknowledge questions ar cancerns and reinforce
benefits of vaccination

Fecinforce benefits and anportance of « Provide information to answer questions ar address

vaceinatian. conserns (REA) ham)

Infarm on comman polential side efects @ if needed, respend ta misinformation and sumours, but

and how ta handle them. o not debate

Affirm vaccinatian "Vaccination fs
.l b A l d

+ The infarmation we have so far shows that the veccines do not have any negative effect on babies in the womb.
+ They are not five vaceines, 50 they cannot infect either mothar ar baby with COVIO-19

Are COVID-19 vaccines recommended for pregnant women?
= WHO recommends the vacrination of pregnant women wien the henefits outweigh the potentis risks

{e.g. pregnant women at high risk of expasure fo COVIO-19, o with comarbidities that place them in a high-nsk
group for severe COVID-18).

fmportant. Are you ready 1o be vaccinaled?”

AFTER RESPONDING TO

+ Pregnant and lactating warmien were nat included in the initial elinical trisls of COVID-12 vaccines; and long-term

REQUEST CONSENT TO VACCINATE safety dats ate not yet svailable However, studies are underway

*Are you ready to be vaccinated?”

.

~ N Available dsta fram animl studies have not shown harmiul effects in pragnaney.
STEP 4: Vaccinate and
+ Large numbers of pregnant women have chosen o be vaccinated in fhe USA UK and otfier high- income countries

provide further infarmation ® NO Safety surveiliance hag not found any pregnancy-related issuse.
e o g e et woten TR S Sive artimd ofer g I ek oo conwenbie

o Administér the COVIC-19 vaccine B Shi thist p Tollawing iniied
= Remind the cliert what ta do in case of EXPLAIN:

acbresse events Toliowing immunizaton o Fiaks af ot Vacemtag

‘T"EF" o Signg of tinenas and what:stirs ho Saie i beootnes i, Are COVID-19 vaccines recommended for lactating women?
& Tell the client when ta return far secand

acsipermatrntt » Set up kanger fallow-up appaintment o refes to other .

WHO recommends the vaceination of lactating women just like ather adults (vaceine effectivensas and safety are
sty — expected 10 be similar)
= Paint 1 sy
Fiataiiphissolsp i + Breastfeeding has substantial benefits for both for bebies and mothere.
spiritual leader, women's assocaticns, etc | Cumently there are no data on the safety of COVID-19in lactating women ar their bresstied infants. However,
COVID-19 vaceines ﬁéull\lleeiy 10 poze @ rizk 10 the hrasatfeeding infant.

.

1 * WHO d: ing after
Thank the client for their ind 1 maintain ot least o others, cover & cough or sheeze in their o i it S OAD A - = -
cleasi their hands and weat & articularly in enclosed, crowded lated = it i - help it or lactatin
el clean ! h.q..-.u, v.-;n:nil,p HEAER g e o i paces. in what way will getting the vaccine pregnant or g women'

« Since pragnant or lactating women may he at higher risk of exposure and/or severe disease {due 1o being a health
warker or having a specific co-marbidity), cheosing 10 get the vaccine will help pratect them againet COVID-19.

“These steps can be carried oul prior ta the vaceination event, irperson or via virtual platfanm,. at a greup educational sessian, community
meeting, or one-arr-one interactian. These stegs may need to be briefy repeated on the day of vaccinatian to affirm vaccination

https.//www.who.int/publications/m/item/health-worker-communication-for-covid-19-vaccination-flow-diagram
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WHO Interim recommendations

Breastfeeding and COVID-19 vaccination

Breastfeeding = substantial health benefits to mother & infant

Vaccine effectiveness expected to be similar in lactating
women as in other adults

Currently no data on the safety of COVID-19 vaccine in lactating
women or their breastfed infants

However, unlikely to pose a risk to the breastfeeding child

On the basis of these considerations, WHO recommends
vaccination in lactating women as in other adults

WHO does not recommend to discontinue breastfeeding
because of vaccination

Hdoes ttps://www.who.int/docs/default-source/world-patient-safety-day/health-worker-safety-charter-wpsd-17-september-2020-3-1.pdf World Health
8 https://www.who.int/publications/i/item/9789240011588 0 . .
Tk rganization

https://www.who.int/teams/immunization-vaccines-and-biologicals/policies/who-recommendations-for-routine-immunization---summary-tables




Global tracking of national policies on COVID-19

vaccination of pregnant women -

Recommended for some or all:
Pregnant people should be offered vaccine...

Permitted for all:
Pregnant people may receive vaccine

Permitted with qualifications:
Pregnant people may receive the vaccine only if...

Not recommended but with exceptions: Pregnant
people should not receive the vaccine unless...

Prohibited:
Pregnant women should not receive the vaccine

. Conflicting information

Created with mapchartnet

https://www.comitglobal.org/
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Safety surveillance for pregnant & breastfeeding women

WHO COVID-19 vaccine safety surveillance
manual: NEW pregnancy module

Immunization programmes to establish
surveillance of women who have been
vaccinated either intentionally or inadvertently
during pregnancy, and their infants

Both active and passive surveillance approaches
recommended to assess adverse events following
immunization (AEFI), incl during pregnancy

10

COVID-19 Vaccines:
Safety Surveillance
Manual

s Module: Safety surveillance of COVID-19
s vaccines in pregnant and breastfeeding
women

COVID-19 VACCINES:

SAFETY

SURVEILLANCE

MANUAL




Additional resources

Ifawoman with COVIT- 14 is oo
unwell to breastfeed, she can be
supported to safely provide her

baby with breastmilk in other

ways, including by:
» & O
@rmn s
11

* Living systematic reviews on

pregnancy and breastfeeding

https://www.who.int/news/item/01-09-2020-increasing-understanding-of-the-impact-
of-covid-19-for-pregnant-women-and-their-babies

https://nyaspubs.onlinelibrary.wiley.com/doi/10.1111/nyas.14477

* WHO COVID-19 vaccines
technical documents

immunization/covid-19-materials

* Scientific briefs

* Q&As: COVID-19 & pregnancy and
childbirth

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/question-and-
answers-hub/g-a-detail/coronavirus-disease-covid-19-pregnancy-and-childbirth

* Q&As: COVID-19 & breastfeeding
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/question-and-

answers-hub/q-a-detail/coronavirus-disease-covid-19-breastfeeding

* Infographics and videos
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/question-and-

answers-hub/qg-a-detail/coronavirus-disease-covid-19-breastfeeding
https://www.youtube.com/watch?v=0FGiy6t7k5E

> Breastfeeding and COVID-19
https://www.who.int/publications/i/item/WHO-2019-nCoV-
Sci_Brief-Breastfeeding-2020.1

» Timing of mother-to-child transmission of SARS-CoV-2

https://www.who.int/publications/i/item/WHO-2019-nCoV-mother-to-
child-transmission-2021.1

* WHO Unity Studies

https://www.who.int/emergencies/diseases/novel-coronavirus-
2019/technical-quidance/early-investigations

Measuring COVID-19 vaccines effectiveness

A prospective cohort study investigating maternal,
pregnancy and neonatal outcomes for women and
neonates infected with SARS-CoV-2
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