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Disclaimer and Copyright

The information presented in this slide deck is designed as an educational resource to aid clinicians and public health workers in meeting
their patients’ immunization needs, and use of this information is voluntary. This information should not be considered as inclusive of all
proper treatments or methods of care or as a statement of the standard of care. It is not intended to substitute for the independent
professional judgment of the treating clinician. Variations in practice may be warranted when, in the reasonable judgment of the treating
clinician, such course of action is indicated by the condition of the patient, limitations of available resources, or advances in knowledge or
technology. The American College of Obstetricians and Gynecologists reviews its publications regularly; however, its publications may not
reflect the most recent evidence. Any updates to this document can be found on www.acog.org or by calling the ACOG Resource Center.

While ACOG makes every effort to present accurate and reliable information, this publication is provided “as is” without any warranty of
accuracy, reliability, or otherwise, either express or implied. ACOG does not guarantee, warrant, or endorse the products or services of
any firm, organization, or person. Neither ACOG nor its officers, directors, members, employees, or agents will be liable for any loss,
damage, or claim with respect to any liabilities, including direct, special, indirect, or consequential damages, incurred in connection with
this publication or reliance on the information presented.

Copyright February 2021 by the American College of Obstetricians and Gynecologists. All rights reserved. No part of this publication may
be reproduced, stored in a retrieval system, posted on the internet, or transmitted, in any form or by any means, electronic, mechanical,
photocopying, recording, or otherwise, without prior written permission from ACOG. Please contact Sarah Carroll for
permission requests.

American College of Obstetricians and Gynecologists, 409 12th Street SW, PO Box 96920, Washington, DC 20090-6920
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COVID-19 Infection Risk in Pregnancy

 Available data suggest that symptomatic pregnant women with COVID-19 are at
increased risk of more severe illness compared with nonpregnant peers.

 Although the absolute risk for severe COVID-19 is low, these data indicate an
increased risk of ICU admission, need for mechanical ventilation and ventilatory
support (ECMO), and death reported in pregnant women with symptomatic COVID-
19 infection, when compared with symptomatic non-pregnant women.

 Given the growing evidence, CDC has included pregnancy as a factor that leads to
increased risk for severe COVID-19 iliness.
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COVID-19 Vaccine Allocation
and Authorization

It is important to note that COVID-19 vaccine development and regulatory approval is a rapidly
changing process, and information and recommendations will evolve as more data are collected about
these vaccines and their use in specific populations.
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Advisory Committee on Immunization Practices:
Vaccine Priority Phases

ACIP has made the following recommendations for prioritization of COVID-19 vaccine
allocation:

* Phase 1a: Health care workers and long-term care facility residents
* Phase 1b: Persons aged =75 years and frontline essential workers

* Phase 1c: Persons aged 65-75 years, persons aged 16-64 years with high-risk medical
conditions (including pregnancy), and other essential workers

Within national guidelines, state and local jurisdictions should have flexibility to administer
vaccine based on local epidemiology and demand.
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Advisory Committee on Immunization Practices
(ACIP) Recommendations

The Advisory Committee on Immunization Practices (ACIP)
has issued interim recommendations for use of:

* Pfizer-BioNTech COVID-19 vaccine in persons aged =216
years

* Moderna-1273 COVID-19 vaccine in persons aged = 18 years
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Advisory Committee on Immunization Practices
Clinical Considerations

Information for pregnant and lactating individuals has been posted
on CDC’s website under Clinical Considerations.

« A pregnant individual who is part of a group (e.g., healthcare personnel)
recommended to receive a COVID-19 vaccine may choose to be vaccinated.
A discussion with their healthcare professional can help the patient make an
informed decision.

« Lactating individuals who are part of a group (e.g., healthcare personnel)
recommended to receive a COVID-19 vaccine may choose to be vaccinated.
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U.S. FDA Emergency Use Authorization and
Approval

The U.S. Food and Drug Administration (FDA) has issued an
Emergency Use Authorization (EUA) for the following vaccines:

* Pfizer-BioNtech mRNA vaccine (BNT162b2): for use in individuals
age 16 years and older as a 2-dose regimen given 3 weeks (21
days) apart.

 Moderna mRNA-1273 vaccine: for use in individuals age 18 and
older as a 2-dose regimen given 1 month (28 days) apart.
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Pfizer-BioNtech and Moderna Vaccines Cont’d

» According to the EUA Fact Sheet for Health Care Professionals,
available data on COVID-19 Vaccine administered to pregnant
women are insufficient to inform vaccine-associated risks in
pregnancy.

» The EUA Fact Sheet for Recipients and Caregivers for both Pfizer-
BioNtech and Moderna vaccines states:
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Safety of COVID-19 mRNA Vaccines

Despite ACOG's persistent advocacy for the inclusion of pregnant
individuals in COVID-19 vaccine trials, none of the COVID-19
vaccines approved under EUA have been tested in pregnant
iIndividuals. However, studies in pregnant women are planned.

« Based on the mechanism of action of these vaccines and the
demonstrated safety and efficacy in Phase Il and Phase lll clinical
trials, it is expected that the safety and efficacy profile of the
vaccine for pregnant individuals would be similar to that observed
In non-pregnant individuals.
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Safety of COVID-19 Vaccines: DART data

DART studies provide the first safety data to help inform the use of the vaccine
in pregnancy until there are more data in this population.

» Data from Developmental and Reproductive Toxicity (DART) studies for the Pfizer-BioNtech
COVID-19 vaccine have been reported in Europe. According to the report presented to the
European Medicines Agency, animal studies using the Pfizer/BioNtech COVID-19 vaccine do not
indicate direct or indirect harmful effects with respect to pregnancy, embryo/fetal development,
parturition or post-natal development.

» A combined developmental and perinatal/postnatal reproductive toxicity (DART) study of
Moderna’s mRNA-1273 in rats was submitted to FDA on December 4, 2020. FDA review of this
study concluded that mMRNA1273 given prior to mating and during gestation periods at dose of 100
Mg did not have any adverse effects on female reproduction, fetal/embryonal development, or
postnatal developmental except for skeletal variations which are common and typically resolve
postnatally without intervention.
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ACOG Recommendations
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Pregnant Individuals

« ACOG recommends that COVID-19 vaccines should not be withheld from pregnant
individuals who meet criteria for vaccination based on ACIP-recommended priority

groups.

« ACOG recommends that in the interest of patient autonomy, pregnant individuals
should be free to make their own decision regarding COVID-19 vaccination.

« While pregnant individuals are encouraged to discuss vaccination considerations

with their clinical care team when feasible, documentation of such a discussion
should not be required prior to receiving a COVID-19 vaccine.
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Additional Considerations for Pregnant
Individuals

« Similar to their non-pregnant peers, vaccination of pregnant individuals with a
COVID-19 mRNA vaccine may occur in any setting authorized to administer these
vaccines. This includes any clinical setting and non-clinical community-based
vaccination sites such as schools, community centers, and other mass vaccination
locations.

* Pregnant women who experience fever following vaccination should be counseled to
take acetaminophen.

* There is currently no preference for the use of one COVID-19 vaccine over another
except for 16-17 year olds who are only eligible for the Pfizer-BioNtech vaccine.
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Additional Considerations for Pregnant
Individuals Cont.

* Individuals should complete their 2-dose series with the same vaccine
product.

« COVID-19 vaccines should not be administered within 14 days of
receipt of another vaccine. For pregnant individuals, vaccines including
Tdap and influenza should be deferred for 14 days after the
administration of COVID-19 vaccines.

 Anti-D immunoglobulin (i.e. Rhogam) should not be withheld from an
individual who is planning or has recently received a COVID-19 vaccine
as it will not interfere with the immune response to the vaccine.
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Lactating Individuals

« ACOG recommends COVID-19 vaccines be offered to lactating
individuals similar to non-lactating individuals when they meet criteria
for receipt of the vaccine based on prioritization groups outlined by the
ACIP.

« Theoretical concerns regarding the safety of vaccinating lactating
individuals do not outweigh the potential benefits of receiving the

vaccine.

* There is no need to avoid initiation or discontinue breastfeeding in
patients who receive a COVID-19 vaccine.
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Individuals Contemplating Pregnancy

« ACOG recommends vaccination of individuals who are actively trying to become pregnant or
are contemplating pregnancy and meet the criteria for vaccination based on ACIP
prioritization recommendations.

» Given the mechanism of action and the safety profile of the vaccine in non-pregnant
individuals, COVID-19 mRNA vaccines are not thought to cause an increased risk of infertility.
It is not necessary to delay pregnancy after completing both doses of the COVID-19 vaccine.

« If an individual becomes pregnant after the first dose of the COVID-19 vaccine series, the
second dose should be administered as indicated.

* Pregnancy testing should not be a requirement prior to receiving any COVID-19 vaccine.
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ACOG Response to
WHO Recommendations
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World Health Organization Recommendations

« WHO recommendations for both the Pfizer and Moderna vaccines
initially explicitly stated that these vaccines should not be given to
pregnant women unless they are high-risk of exposure, such as
health care workers.

* These recommendations do not align with CDC nor ACOG and
other obstetric medical societies.
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ACOG Response to WHO Recommendations

Recognizing that the WHO recommendations
would create confusion among clinicians and
the public, ACOG and SMFM worked quickly
to put out a statement affirming its
recommendations that COVID-19 vaccines
should be available to all pregnant
individuals who are eligible and choose to
be vaccinated.

» This statement yielded the highest
engagement of any ACOG social media
post to date.
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ACOG and SMFM Joint Statement on WHO Recommendations
Regarding COVID-19 Vaccines and Pregnant Individuals

Washington, DC - The American College of Obstetricians and Gynecologists (ACOG) and the Society for Maternal-Fetal

Medicine (SMFM) are a i COVID-19 vaccines

of the World Health Organization’s (WHO) recommendation tc

from pregnant individuals unless they are at high risk of exposure. ACOG and SMFM continue to str that both COVID-

es currently authorized by the U.S. Food and Drug Administration should not be withheld from pregnant

s who choose to receive the vaccine. ACOG's and SMFM’s current guidance on the COVID-19 vaccine in

pregnant patients remains in place

xicity (DART)

d. DART animal sf > the first safety ds

until there are more data in t

fic population. These studies
reproduction or fetal/embryonal development. ACOG and SMFM strongly urge manufacturers and federal agencies to

collect and report data regarding the use of these vaccines in pregnancy.
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WHO Revised Recommendations

» Shortly after the ACOG statement and strong engagement and
support from members, WHO revised their recommendation to be
slightly more permissive:
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ACOG Practice Advisory

Comprehensive clinical guidance
for ACOG members regarding
COVID-19 Vaccination for
Pregnant and Lactating
Individuals.
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Vaccinating Pregnant and Lactating Patients

Against COVID-19

Practice Advisory @ | December 2020

By reading this page you agree to ACOG's Terms and Conditions. Read terms

Last updated January 27, 2021

This Practice Advisory was developed by the American College of Obstetricians and
Gynecologists' Immunization, Infectious Disease, and Public Health Preparedness
Expert Work Group in collaboration with Laura E. Riley, MD; Richard Beigi, MD; Denise
J. Jamieson, MD, MPH; Brenna L. Hughes, MD, MSc; Geeta Swamy, MD; Linda O'Neal
Eckert, MD; Mark Turrentine, MD; and Sarah Carroll, MPH.

Summary of Key Information and
Recommendations

COVID-19 vaccine development and regulatory approval are rapidly progressing.
Thus, information and recommendations will evolve as more data are collected
about these vaccines and their use in specific populations. This Practice Advisory is
intended to be an overview of currently available COVID-19 vaccines and guidance

for their use in pregnant and lactating patients.
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Conversation Guide for Clinicians

Highlights the main conversation
points for clinicians from ACOG's
Practice Advisory to help discuss
COVID-19 vaccines with
pregnant individuals.

»Intended to help guide
risk/benefit conversations
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COVID-19 Vaccines and Pregnancy:
Conversation Guide for Clinicians

ACOG recommends that COVID-19 vaccines should not be withheld from pregnant individuals who meet criteria for vaccination
based on ACIP-recommended priority groups.

While safety data on the use of COVID-19 vaccines in pregnancy are not currently available, there are also no data to indicate that
the vaccines should be contraindicated, and no safety signals generated from Developmental and Reproductive Toxicity (DART)
studies for the Pfizer-BioNtech and Moderna COVID-19 vaccines.

In the interest of patient autonomy, ACOG recommends that pregnant individuals be free to make their own decision regarding
COVID-19 vaccination. While pregnant individuals are encouraged to discuss vaccination considerations with their clinical care
team when feasible, documentation of such a discussion should not be required prior to receiving a COVID-19 vaccine

For more information on vaccinating pregnant women against COVID-19 see ACOG's Practice Advisory.

The following talking points are intended to help guide risk and benefit conversations with preg p

[ Risk of COVID-19 Infection During Pregnancy

« While the known absolute risk is low, pregnancy is associated with increased risk of maternal severe illness, ICU admission,
mechanical ventilation and death

« Known Increased risk of complications from COVID-19 in pregnant patients with underlying health conditions (e.g. diabetes, obesity,
increasing age, and cardiovascular disease)

« Increased risk for certain racial and ethnic populations

[J Safety of COVID-19 Vaccines

+ Vaccines currently available under EUA have not been tested in pregnant women. Therefore, there are no safety data specific to use
in pregnancy.
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Vaccinating Pregnant Individuals: Eight Key
Recommendations for COVID-19 Vaccination Sites

»Brand new resource from ACO
intended for all variations of
COVID-19 vaccination sites

»Provides key recommendations
from ACOG regarding COVID-1
vaccines and pregnancy

»Not intended to be a guide for
risk/benefit conversations

5 ACOG

5ACOG Vaccinating Pregnant Individuals:

e e Eight Key Recommendations for COVID-19 Vaccination Sites

1o make their own

The American Cllege of Obstet and Gynecologists (ACOG)
decision regarding COVID-19 vaccination. Whil
their clinical care team when foa le, documenta
vaccine. Further, pregnant individuals should rx

vaccination sites should consider the recommend;

recommends that pregnant individuals be
encouraged 1o discuss

COVID-19 vaccines should be available and administered 1o pregnant individuals who choose 1o
1 be vaccinated.

While pregnant individua:
team when fe.

2 clinical
ﬁTJ 10 receiving a COVID-19 vac

ed 10 discuss vaccination considerations with their
ntation of such a discussion should not be required prior

3 Pregnancy testing should not be a requirement prior to receiving any EUA-approved
COVID-19 vaccine.

nant individuals can receive a COVID-19 mANA vaccine
vaccines. This includes any clinical setting and non-
tion sites such as schools, community centers, and other mass

Similar 10 their noN-pregnant peers, prey
in any sefting authorized t

4 (inichi comm ty-based vac
vaccination locations.

Precautions should be discussed with any individual who reports a history of any immediate

5 allergic reaction to any other vaccine or injectable therapy (Le. intramuscular, intravenous, or
subcutaneous vaccines or therapies not related to a component of mANA COVID-19 vaccines or
polysorbate).

o receiving a COVID-19 vaccination,

rognant individuals (

s Is suspected in a pregnant individual

1 anaphy
6 anapryanis shouid be managed the same

ﬂ Pregnant individuals who experience fever following vaccination should be counseled o lake

non

7 acetaminophen. Acetaminophen has been proven to be safe for use in pregnancy and does not
appear 1o impact antibody response to COVID-19 vaccines.

Pregnant individuals who receive a COVID-19 vaccine should be edu
8 encouraged 1o participate in CDC's V-SAFE program (s
V-SAFE program|

about
information on CDC's

below for me

For more informati

, ploase visit ACOG's F

9 and

27



Statement on Access to COVID-19 Vaccines for
Pregnant Individuals

N COLLYG)
MIDWIVES

A
St

In response to reports of pregnant MATERNAL gy prsmsens et
individuals being denied COVID-19 T
vaccines simply because of their e @ BACP g g
pregnancy status, ACOG leveraged the

Maternal Immunization Task Force to o
pUbIISh a jOint Statement Wlth 17 partner m-ccovnbmb.co"_

be allowed to receive the vaccine as part of the first phase of vaccine distribution plans. Reports of pregnant individuals being

OAPHA

NACCHO

1DSA

1=

e fous
Ciiearer

HEwH O =5 © v

refused vaccination are concerning.

[ [ [
O r a l l Izatl O l I S fu rtI I e r a d VO Catl l I fo r Pregnant individuals who otherwise meet the criteria for COVID-19 vaccines should not be denied the opportunity to be
J vaccinated, should they choose to do so. Although a conversation with a clinician may be helpful for patients to aid in their

decision-making, it should not be required prior to vaccination.

- L] -
As the COVID-19 vaccine rollout continues, use must reflect the vaccines’ federal regulatory authorization as well
as information and recommendations from the Centers for Disease Control and Prevention, the U.S. Food and Drug
Administration, and expert healthcare organizations.
" " . " " Currently, available data demonstrate that pregnant individuals are at increased risk of more severe iliness and death due to
COVID-19 than their non-pregnant counterparts', Providing pregnant individuals with the opportunity to be vaccinated can be
critical to allowing them to protect themselves, particularly if their occupation puts them at increased risk of contracting the
b} virus or they have underlying and comorbid conditions.

- " " " - - . When pregnant individuals are excluded from the opportunity to decide whether to be vaccinated, it not only violates their

bodily autonomy, it also puts them at risk of severe outcomes and death related to COVID-19 illness. Excluding this critical

population at increased risk of severe iliness and death related to COVID-19 is unathical

In the interest of allowing pregnant individuals who would otherwise be considered a priority population for vaccines to make
their own decisions regarding their health, our groups strongly recommend pregnant individuals should be free to make their

"
own decision in conjunction with their clinical care team. All pregnant individuals must be supported in their decision about
- COVID-19 vaccination, whether they choose to receive the vaccine, or they opt to decline.
For more information, please visit ACOG's Practice Advisory on ¥ ating Pregnant and L actatir ot
D-19 and the CDC's Inls Clinical Considerations for Use of mF o

o Age with Laboratory-Confirmed SARS-Cov-2 infec
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Patient Education Resources
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Patient Education Portal include:

Coronavirus (COVID-19), Pregnancy, and Breastfeeding: A
Message for Patients

Share f W @ & B puin

»Expert columns

Clinicians: Subscribe to
Digital Pamphlets

Reviewed by: Lisa Hollier, MD, MPH, FACOG. Baylor College of Medicing, Housteon, Texas
Last updated. December 22, 2020 at 625 pm. ET
| Simplified Chinese | Arabic

re learning more every day about the new coronavirus that causes COVID-19. The American
f Obstetricians and Gynecclogists (ACOG) is following the situation closely. This page will be

»Frequently Asked Questions ———

5, this page is not meant to give specific medical advice and

ae that while this is a page for patie

rrational reference only, Medical advice should be provided by your doctor or other health care

nal Questions
about COVID-19,
Please refer to acog.ong/covid19 for ACOG's latest updates on COVID-19 pregnancy, and
breastfeeding?
-19 and Preanancy Basics Expand All
Waccine-c.pdf  ~ Show
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Coding for COVID-19 Immunizations

#A Clhnical Information  Practice Management  Career Suppart  Education & Evenls  Ad
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Brand new practice management
resource outlining coding
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Practice Coding for COVID-19 Immunizations
L o " Management
SPECITICS T0r - vaccClines
| Coding ACOGC representatives to the American Medical Association (AMA) Current Procedural Terminalogy (CPT) Editorial Panel are
; Cﬂﬁillg Llhﬂﬂ '.'JNHIH\'] with vazeing develop nd ather pl\ymclan societ accing and immunization administration codes for the

COVID-19 vaccine as they submit Emergency Use Authorization (EUA) applications to the Federal Food and Drug Admintstration
{FDA).

The AMA CPT Editarial Panel has approved the fellawing codes:

Ffizer-BioNTech COVID-19 Vaccine (NCD 10/NCD 11: 59267-1000-1; 59267-1000-01) CFT 91300
Vaccine Admintstration

= 15t Dose: 00014
* 2nd Dose: 0002A

Moderna COVID-19 Vaccine (NCD 10/NCD 11: 80777-273-10; 80777-0273-10) CPT 91301
Vaccing Administration

s Tzt Doze: DOT1A

« 2nd Dose: 00124

AstraZeneca COVID-19 Vaccine (NCD 10/NCD 11: 0310-1222-10; 00310-1222-10) CPT 91302
Vaccine Administration
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