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CDC Levels of Care Assessment Tool (CDC
LOCATe)

Risk-Appropriate Care

Risk-appropriate care is a strategy developed to improve health
outcomes for pregnant women and infants. States may develop
coordinated regional systems to help ensure that pregnant
. women and infants at high risk of complications receive care at a
birth facility that is best prepared to meet their health needs. For
example, pregnant women with severe heart conditions need care
at facilities that have a full range of specialists available to help

™ care for complex medical conditions. Infants born before 32
LO CATe weeks gestation should be cared for at facilities with specialized

health care providers and equipment to care for infants who are

born too early or who are critically ill.



Goal of Levels of Maternal Care (ACOG, SMFM):
* Reduce maternal morbidity by encouraging the growth

and maturation of systems for the provision of risk- i TNy ! TheAmeinColegeo
. i ¢ Obstetricians and Gynecologists
appropriate care specific to maternal health needs. R FErm—

* Development of collaborative relationships between
hospitals of differing levels of care in proximate regions,
which ensures every maternity hospital has the
personnel and resources to care for unexpected
emergencies.

Number 9, August 2019

CDC Levels of Care Assessment Tool

Definitions and monitoring of levels of care vary widely among states. To address

this issue, CDC developed the CDC Levels of Care Assessment Tool (LOCATe). This gn;ggig;;';k{zcademy ',' ;

web-based tool helps states and other jurisdictions create standardized

assessments of levels of maternal and neonatal care. COC LOCATe is based on

the most recent guidelines and policy statements issued by the American POLICY STATEMENT

Academy of Pediatrics, the American College of Obstetricians and Gynecologists, Levels of Neonatal Care

and the Society for Maternal-Fetal Medicine. Review Frequently Asked Questions
about CDC LOCATe.
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Replaces Obstetric Care Consensus Number 2, February 2015

FROM THE AMERICAN ACADEMY OF PEDIATRICS

Organizational Panciples to Guide and Define the Child

Health Care Svstem and/or Improve the Health of all Children



Rural Hospital Based OB services are critical to

Maternal (and child) Health:
These hospitals are at risk nationally

Changes in Hospital-Based Obstetric Services
in Rural US Counties, 2014-2018

JAMA July 14,2020 Volume 324, Number 2

Figure. Number of Rural US Counties With Hospital Obstetric Care, 2014-2018
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Association Between Loss of Hos-
pital-Based Obstetric Services
and Birth Outcomes in Rural
Counties in the United States

Katy B. Kozhimannil, PhD, MPA'; Peiyin Hung, PhD, MSPH?; Carrie Henning-
Smith, PhD, MPH, MSW'; et al

Conclusions and Relevance In rural US counties not adjacent to urban ar-
eas, loss of hospital-based obstetric services, compared with counties
with continual services, was associated with increases in out-of-hospital
and preterm births and births in hospitals without obstetric units in the
following year; the latter also occurred in urban-adjacent counties. These
findings may inform planning and policy regarding rural obstetric ser-
vices.

(nonmetropolitan) counties were placed into 4 categories
based on county population (micropolitan, with a town of
10000-50000, and noncore, without a town >10 000) and
urban adjacency.



PATIENT CARE

NMEONATAL CARE

The next 11 guestions relate to services and staff available at your facility that involve the care of newborns.

M1. Does your facility provide congenital cardiac surgery for 0 Yes
neonates onsite? O Mo (iIf “No” skip to N2.)

M1.1. Inthe last 12 months, did your facility provide 10 or more O Yes
congenital cardiac surgeries for neonatesy Q No

M2. Does your facility provide complex pediatric subspecialty surgery for

, O Yes
neonates other than cardiac surgery onsiter (Capabie of surgical repair

O No (If “Ne™ skip to N3.)

af complex congenital or acquired conditions)

[ | CDC Maternal & Neonatal Levels of Care
LOCATe Assessment Tool (CDC LOCATe V 0.8.0)
(e}
M10.1 What is your neonatal level of care designation? <n
(Choose one) O
Specify other: O
O Other
O State regulatory based
MN10.2 How is this neonatal level of care designated ? O state voluntary based
(Mark all that appiy) Ll AAP based
O Seli-designated
Specify other- O Unknown [not sure)
O Other
(e}
M11. Based on the 2012 AAP guidelines for neonatal levels of care, on
what do you consider your neonatal level of care 1o be? oam
(Choose one) o
O Unknown (not sure)

o CDC Maternal & Neonatal Levels of Care

LOCATe

Assessment Tool (CDC LOCATe V 0.8.0)

MATERNAL CARE

The next 14 questions relate to services and staff available at your fodility that involve the care of obstetric
(maternal) patients.

W1. Does your facility staff an OB Unit (Labor and Delivery, LDR,
LDRP)?

NOTE: If "No" is selected for this option, the survey assumes that you do not provide
obstetric services other than emergency care; and you shouid skip to the NEONATAL
STATISTICS section on the igst poge of this survey.

This answer is appropriate for most children's hospitals, many small rural hospitals,
and other hospitals that do not specifically staff an obstetric unit

O Yes

O No

(if “No" skip to STATISTICS section on the
last page.)

W2. What type of obstetric/maternal care patients does your facility
accept? (High risk, complicated exampies include: placenta previa ond severe
preeclompsia)

(Mark all that apply)

O Uncomplicated
[ High risk, complicated

W3. Does your facility have a formal written plan for transport of
complicated obstetric/maternal patients?

QO Yes
QO No (if “No” skip to W4.)

W3.1 Does this formal written plan include...
(Mark all that apply)

[ Transport out to a higher level of care
facility

] Receipt from a lower level of care
facility

WA4. Does your facility have an intensive care unit onsite that is
available to accept obstetric/maternal care patients?

O Yes
O No




Level Il
Spocial care nursery

Level | capadilities plus

* Pronae care for mfants born 2352 wk gestation and wolghing
21500 g who have physiologic immaturity or who ore
moderately (0 wah problems that are expected 1o resoie
rapidy and are not anticpated to need subspecialty services
on an ‘JVE\'.'H basis

o Provide care for infants convalescing after imensve care

e Pravido mechancal ventilation for breef curation (<24 h) or
oontinuous positwve airway pressuro or both

o Stabile nfants born before 32 wk gestation and weighing
legs than 1500 g until transfer to a neonatal intengive care
faciity

Leved | haalth care provders plus
Pediatric hospitalists. neanatologsst
md noanatal nurso practitioners

Level NI Level N capabilities plus Lovef Il health care providers plus
NICU ® Provide sustained life support Pediatric medical subspeciakstat
o Provide comprehensive care for infants boen <32 wha pediatric anesthesiologals®
gestation ano weighing <1500 g and infants podiatre surgeons, and podatnic
born ot all gestational ages and birth woights with cpthalmologist s
entical Winess
* Provide prompt and readily availabie ncoess 1o o full range of
pedatne medcal aubspocialista, pedsatric surgoal
specialists, pedaatric anesthesiologists, and pediatne
opthalmologests
e Provide o Ml range of respuratory supoort thit may ndute
camvvertional and/or highfrequency ventilation and inhaled
nitric ande
o Porform advarced imaging. with interprotation on an urgent
basis, intduting computed tomography, MRL and
ccho@rdiography
Level V Lovol W capsbilities plus Loves Il health care providers plus

Regional NCGU

o Located within an institubyan with the capabiltly 1o prowde
BUFSIGHI repes of complax congendal or adfuired condeions

o Mamntain a lul range of pediatric medical subspeciahatsy
podiatric surgcal subspecialists, and pediatric
anesthesiéogists at the site

e Facilitate transport and provide outreach education

Pedigtric surgical aubspecinfstls

TABLE 1 Definitions, Capabilities, and Provider Types: Neonatal Levels of Care

CDC Assessment of our data:

Neonatal Care
All community hospitals level 1
UVMMC Level 3

Note:
The self assessment each hospital
performed in the survey was

consistent with the CDC assessment

in every hospital

Level of Care

Capabilities

Provider Types?

Level |

Well newborn nursery

¢ Provide neonatal resuscitation at every delivery

infants

e Evaluate and provide postnatal care to stable term newborn

e Stabilize and provide care for infants born 35-37 wk
gestation who remain physiologically stable

e Stabilize newborn infants who are ill and those born at <35
wk gestation until transfer to a higher level of care

Pediatricians, family physicians, nurse
practitioners, and other advanced
practice registered nurses




Table 1. Levels of Maternal Care: Definitions, Capabilities, and Health Care Providers*

Accredited Birth Center

Maternal Level of Care:

Definition

Care for low-risk women with uncomplicated singleton term vertex pregnancies who are expected to
have an uncomplicated birth

Camabilites and health cam
poviders

o Refer to birthcenters.org for American Association of Birth Centers” Standards for Birth Centers.

Level | (Basic Care)

Definition

Carse of low- to moderate-risk pregnancies with ability to detect, stabilze, and initiate management of
unanticipated matemal-fetal or neonatal problems that occur during the antepartum, intrapartum, or
postpartum period until the patient can be transfemed to a facility at which specialty matemal care is
available

Must meet ALL criteria for the level
Way more complicated than the neonatal care

Capabilities

o Capability and egquipment to provide low-risk and appropriate maderate-risk matamal care and
a readiness at all times to initiate emergency procedures to meet unexpected needs of waomen and
newboms within the center. This includes
o ability to begin emergency cesarean delivery within a time intarval that best incorporates
matemal and fetal risks and benefits.

o limited obstetric uitrasonography with interpretation readily available at all times.”
© support services readily available at all times’, including Iaboratory testing and blood bank.

, capability to implement patient safety bundles® for common causes of preventable matemal
marbidty, suich as management of matemal venous thromboembolism, obstetric hemorrhage,
and matamal severe hypertension in pregnancy.

o ability at all times’ to initiate massive transfusion protocol, with process to dbtain more blood
and component therapy as needed.

o Stabilization and the ability to facilitate transport to 3 higher-level hospital when necessary. This
includes

o risk identification and determination of conditions necessitating consultation, referral, and
transfer.

© @ mechanism and procedure for transfer/transport to a higher-level hospital available at all
times.

o areliable, accurate, and comprehansive communication system betwean participating hospitals,
hospital parsomnel, and transport teams.

e Ahility, in collaboration with higher-level facility partnars, to initiate and sustain education and
quality improvement programs to maximize patient safety.

Maternal Level | Hospital Self CDC
of Care Assessment Assessment

Level <1 0 4

Level 1

8
Level 2 2
1

Level 4

R | OO

Health care providers

o Evary birth attanded by at least one quaiified birthing professional {midwife!, family physician, or ob-
ayn} and an appropriatdy trained and qualified RN with level-appeopriate competencies as
demonstrated by nursing campetency documentation.

e Physician with privileges to perform emergency cesarean delivery readily available at afl times.”

 Primary matamal care providars, including midwives!, family physicians, or ob-gyns readily available
at all times.

e Appropriately trained and qualified RNs with level-appropriate competencies as demonstrated by
nursing competency documentation readly available at all times.”

o Nursing leadership has level-appropriate formal training and exparience in matamal care.

e Anesthesia providers, such as anesthesiologists, nurse anesthetists, or anesthesiologist assistants
waorking with an anesthesiologist,” for labor analgesia and surgical anesthesia readily availatie at
all times.”

{continued)




Why the discrepancy?

e CDC Survey with multiple
questions about what providers
were available

e Self-assessment was by the
hospital when survey was
performed

e CDC took the answers and
matched to the Level of Maternal
Care for CDC assessment

W2-

W1-Has OB Transport
unit and type plan for

of obstetric 08

'patiems patients
! 2 ! <1
! 1 1
2 2+
! 3+ <1
| 2 I <1
| 1 1
r 2 r =
! 2 1
! 2 ! <1
! 2 x
2 <1

W3-ICU for

patients

<3

<3

<3

3+

<3

<3

<3

<3

<3

<3

<3

w4-
Hospital
services
for OB
patients
r

W5-
Policies
and
procedur W6-0OB for
es for
SMM

1+

1+

<1

1+

<1

1+

<1

1+

1+

1+

<1

W7-

Physician
provider

Anesthesia
providers emergency providers

onstaff C-sections for OB
r r

3+

1+

1+

1+

1+

1+

1+

1+

1+

1+

1+

1+

<1

3+

<1

<1

W9-Has
general
surgeon
available
for OB

2+

24+

<2

2+

24

24

2+

2+

2+

2+

<2

Wi12-

W10-Has ACOG-
wil- based self Survey
specialist/sub Current assessed assessed
specialists maternal maternal maternal
available for  level of care levelof  level of
designation care care
<3 ND | |
<3 ND I <|
<3 ND | <|
3+ IV v v
<3 ND I I
<3 ND [ I <| ]
<3 ND | |
<3 | | |
<3 ND | |
<3 ND [ Il | ]
<3 ND [ | <| ]




Level 1:

24/7 coverage with both CRNA and anesthesiologists accounts for <1 wig:
W5- W7- W10-Has ACOG-
W2- W4- Policies Physician W9-Has other wiil- based self Survey
W1i-Has OB Transport Hospital and provider general specialist/sub Current assessed assessed
- : : e e - surgeon specialists maternal  maternal maternal
Health care providers e Every birth attended by at least 1 qualified birthing professional (midwife', family physician, or ob-gyn) and an | St ey kit [tk
. . g . . . . for OB OB designation care care
appropriately trained and qualified RN with level-appropriate competencies as demonstrated by nursing competency
documentation
————— - - - — 2 2+ <3 ND | [
o Physician with privileges to perform emergency cesarean delivery readily available at all times'
o Primary maternal care providers, including midwives | family physicians, or ob-gyns readily available at all times' <1 24+ <3 ND | <l
o Appropriately trained and qualified RNs with level-appropriate competencies as demonstrated by nursing competency MM:
documentation readily available at all times' <1 <2 <3 ND | <l
o Nursing leadership has level-appropriate formal training and experience in maternal care
o Anesthesia providers, such as anesthesiologists, nurse anesthetists, or anesthesiologist assistants, working with an  » 3 2 = X A 4
anesthesiologist” for labor analgesia and surgical anesthesia readily available at all imes'
<o = ~ A ~ A . 4T 2 2+ <3 ND I l
1: Readily available at all times: the specific person should be available 24 hours a day, 7 days
a week, for consultation and assistance, and able to be physically present onsite within atime |+ <1 2+ <3 ND [ Il <l ]
frame that incorporates maternal and fetal or neonatal risks and benefits with the provision of [
care. Further defining this time frame should be individualized by facilities and regions, with B 2 Z L ! !
input from their obstetric care providers. If referring to the availability of a service, the service
should be available 24 hours a day, 7 days a week, unless otherwise specified; ] 2 2+ <3 ' ' '
2 <1 <3 1 1+ 2 1+ 2 2+ <3 ND I I
2 1+ 2 2+ <3 ND [ Il | ]

"Scope of practice for nurse anesthetists and anesthesiologist assistants may vary by state. |,

2 <1 <3 1 <1 2 1+ <1 <2 <3 ND [ | <| ]




LOCATe Summary

e Overall doing well

* There are no consequences
to level of care: just use as a
reference in assessment of
the types of patients to keep
locally electively

* Vermont rural hospitals are
essential, especially for OB
care

* Goalis to keep patients local
and ensure rural hospital
viability

Vermont's Hospitals

Number of Vermont Hospitals

Number of Notfor-Profit Community Hospitals
-includes 8 Critical Access Hospitals

Number of Federal Government Hospitals

Number of Investor-Owned (For-Protit)
Community Hospitals

North Country

Hospital
Northwestern MedicalCenter Neupot
(St.Albans) .
s
Uncv'z;lty f w ‘ Northeastern VT
- .R eg, Hosptial
(Burlington) ‘ 18t Johnsbury)
.Contrd Vermont Medical Center
Porter Medical (Barre)
Center ,
Middebun) Glﬂorde
Medical Cen
VA Medical Center
(White River Jct
Rutiand Reg.
Medical Centu‘ ‘m Ascutney Hospita
(Rutland)
@swingiedospial
Southwestem VT ' Grace Cottage
Health Center

(Bennington) . ‘ Brattieboro Memorial Hospital
(Brattleboro)
Brattieboro Retreat ‘



COVID Vaccines in Pregnancy and Lactation
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(1)

(2)

(3)

(4)

MRNA vaccines:

Biologic Plausibility of placental
interaction and effect of
iImmune activation to COVID

mMRNA is not stable and is a large molecule with
a negative charge: even if it makes it to the
placental interface, the biochemical
characteristics suggest it would not cross the
placental interface

Even if a lipid nanoparticle made the way to
placenta, it might make Spike antigen and then
stop just as the myocytes

The immune response to pregnant pts with covid
and the vaccine are very similar: Ab and T cell
response to the Spike protein. We know
pregnant infected women are sick but no
evidence that the immune response is harmful to
mom or baby (and potential passive immunity).
No biologic reason to think the antigen would be
worse than the viral effects-which are largely
related to maternal disease not the virus per se
We DO know preterm birth and maternal illness
are bad
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AMERICAN SOCIETY FOR REPRODUCTIVE MEDICINE (ASRM)
PATIENT MANAGEMENT AND CLINICAL RECOMMENDATIONS DURING THE
CORONAVIRUS (COVID-19) PANDEMIC

UPDATE No. 11 - COVID-19 Vaccination
December 16, 2020

Summary:

Non-pregnant women WERE in the trials
Take prenatal vitamins (folic acid)

Get COVID vaccine

Because COVID-19 mRNA vaccines are not composed of live virus, they are not thought to cause an
increased risk of infertility, first or second trimester loss, stillbirth, or congenital anomalies. It should be
noted that pregnant and lactating women were excluded from the initial phase Ill trials of these two
vaccines, so specific safety data in these populations are not yet available and further studies are planned.
However, the mechanism of action of mRNA vaccines and existing safety data provide reassurance
regarding the safety of COVID-19 mRNA vaccines during pregnancy. The FDA EUA letter permits the
vaccination of pregnant and breastfeeding individuals with a requirement that the company engage in
post-authorization observational studies in pregnancy (9).

While COVID-19 vaccination can cause fever in some patients (up to 16% of those vaccinated and mostly
after the second dose), this risk should not be a concern when deciding whether to vaccinate a pregnant
individual or a patient desiring pregnancy. While fever in pregnancy (particularly the 1% trimester) has
been associated with an increased risk of neural tube defects, a recent study demonstrated the association
no longer remained significant if the patient is taking >400 mcg of folic acid daily (10). Another large Danish
cohort study did not demonstrate any increased risk of congenital anomalies of those who reported fever
in the first trimester (11). Additionally, the most common symptom of COVID-19 infection itself is fever
(83-99% of affected patients). Patients who experience fever following vaccination should take an
antipyretic medication, like acetaminophen (12).

Patients who conceive in the window between the first and second dose of the vaccine should be
offered the second dose of the vaccine at the appropriate interval.

Physicians should promote vaccination to patients, their communities, and to the public. Preliminary
data suggests that those populations at greatest risk of severe disease from COVID-19 may also be the
most hesitant to be vaccinated, and specific efforts to increase vaccine uptake in these communities
should be undertaken.

https://www.asrm.org/globalassets/asrm/asrm-content/news-and-publications/covid-19/covidtaskforceupdate11.pdf



CDC ACIP Recommendations about Pfizer
Vaccine in Pregnancy

* |f pregnant people are part of a group that is recommended to receive a
COVID-19 vaccine (e.g., healthcare personnel), they may choose to be
vaccinated.

* A conversation between the patient and their clinical team may assist with
decisions regarding the use of vaccines approved under EUA for the
prevention of COVID-109.

* While a conversation with a healthcare provider may be helpful, it is not
required prior to vaccination.

* There is no recommendation for routine (MM: pregnancy) testing before
receipt of a COVID-19 vaccine. Those who are trying to become pregnant
do not need to avoid pregnancy after Pfizer-BioNTech COVID-19
vaccination.

SMFM Webinar, 12-16-2020



Vaccinating Pregnant and Lactating Patients Summary of Key Information and Recommendations

Ag ainst COVID-19 COVID-19 vaccine development and regulatory approval are rapidly progressing. Thus,

Last updated January 27, 2021 Practice Advisory @ | December 2020 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.

¢ TheU.S. Food and Drug Administration (FDA) issued an Emergency Use Authorization (EUA) for

ACOG and SMFM both recommend 16 loniig Vaccames

offe rin gva cci he to pregna nt women o 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.

m O S rm * After an explicit, evidence-based review of all avallable data, the Advisory Committee on
ACOG 0 AWHONN ' ‘

Immunization Practices (ACIP) issued interim recommendations for use of the Pfizer-BioNTech

) l.- l \ I J\I\A “tw(m(alcp.i
Wik women, hor & Uirtlae Chatetrcias and Gyvacciogaty

COVID-19 vaccine in persons aged 216 years for the prevention of COVID-19 (CDC 2020) and the

N PWH Q SOGH use of the Moderna-1273 COVID-19 vaccine in persons aged 2 18 years (CDC 2020)

'nur' i 1 G'l Mlﬂdﬂ
» ACOG recommends that COVID-19 vaccines should not be withheld from pregnant individuals

who meet criteria for vaccination based on ACIP-recommended priority groups.

Leaders in Women’s Health Encourage Health Workers to Receive the COVID-19 Vaccine

b ralihis 3 A * COVID-19 vaccines should be offered to lactating individuals similar to non-actating individuals
Vaccination is the Key to Preventing New Infections

when they meet criteria for receipt of the vaccine based on prioritization groups outlined by the
ACIP,




Vaccinating Pregnant and Lactating Patients

Against COVID-19

Practice Advisory @ | December 2020 [T NELIEL BTl

* [ndividuals considering a COVID-19 vaccine should have access to available information about ° P(egnant patients who decline vaccination should be supported in their decision. Regard]ess of

the safety and eflicacy of thevaccine, inciuding Infarmation: sbout deta that. are.not avaliable. A their decision to receive or not receive the vaccine, these conversations provide an opportunity to

conversation between the patient and their clinical team may assist with decisions regarding the _ , ,
‘ _ remind patients about the importance of other prevention measures such as hand washing,
use of vaccines approved under EUA for the prevention of COVID-19 by pregnant patients.

Important considerations include: physical distancing, and wearing a mask.

Vv o : * Expected side effects should be explained as part of counseling patients, including that they are
* the level of activity of the virus in the community

a normal part of the body's reaction to the vaccine and developing antibodies to protect against
COVID-19 iliness.

* the potential efficacy of the vaccine

* the risk and potential severity of maternal disease, including the effects of disease on the
fetus and newborn * The mRNA vaccines are not live virus vaccines, nor do they use an adjuvant to enhance vaccine

* the safety of the vaccine for the pregnant patient and the fetus efficacy. These vaccines do not enter the nucleus and do not alter human DNA in vaccine

* While a conversation with a clinician may be helpful, it should not be required prior to vaccination, recipients. As a result, nRNA vaccines cannot cause any genetic changes

as this may cause unnecessary barriers to access
» Vaccines currently available under EUA have not been tested in pregnant women. Therefore, * No need for SpECiﬁC Counse“ng before women get vaccine
there are no safety data specific to use in pregnancy. See details about the Food and Drug (bUt It ShOU Id be ava | Ia ble If they wa nt)

Administration’s (FDA) EUA process below

« 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 ° N o) need fOI’ pregna nCy testi ng
clinical setting and non-clinical community-based vaccination sites such as schools, community

centers, and other mass vaccination locations

* No need to wait through first trimester (but OK if they
want to delay)

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

vaccine




Vaccinating Pregnant and Lactating Patients

Against COVID-19

Practice Advisory @ | December 2020

Last updated January 27, 2021

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. While lactating individuals were not included in most clinical
trials, COVID-19 vaccines should not be withheld from lactating individuals who otherwise
meet criteria for vaccination. 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 (ABM 2020).

Individuals Contemplating Pregnancy

Vaccination is strongly encouraged for non-pregnant individuals within the ACIP prioritization
group(s). Further, 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. Additionally, it is not necessary to delay pregnancy

after completing both doses of the COVID-19 vaccine.




Post-Vaccination follow-up:

There is substantial pre-existing infrastructure through the CDC to track vaccine safety

active
‘!&iﬁgg)’) surveillance / \
health checker
CDC ‘e VA EHR &

DoD VAECS VA ADERS data warehouse
£ . O m Naticnal Institute on Aging

- ZINHSN V5D o

NPTy NET WO Vaccine S
,,,,,,, &ﬂﬂx*
Datali
o ! ' /
FOA ——
¥ . . FDA Vaccine
passive Surveillance Program DoD DMSS
VAERS surveillance = = Defense Medical
acciio Advare Srem /J\ /J\ /J\ Surveillance System
Federal Partners  BEST Initiative Mihovsrenchs
start . s & {:‘/ Aamwnw Mealthram nestite
Al immunization
safety Assessment | CASE consults

(CISA) Project

CISA_

iy

,,,,,,,,,

large-linked

database monitoring

'safety monitoring timeline

National Center for Immunization & Respiratory Diseases




CDC asks that:

= Vaccination providers help
CDC get the word out to
vaccine recipients:

— Give a one-page info
sheet to patients at the
time of vaccination.

— Counsel patients on the
importance of enrolling
in v-safe.

Questions are asked about pregnancy at
the time of the COVID-19 vaccine and a
registry will be created

Hi Olivia, It's time for your first
heaith check-in.

hitps://vsafe.cdc.gow/xyz123

Click the
text link to
start v-safe
check-in

D Get vaccinated.
/é Get your smartphone.
Get started with v-safe.

What is v-safe?

V-safe is a smartphone-based tool that uses text messaging and
web surveys to provide personalized health check-ins after you
receive a COVID-19 vaccination. Through v-safe, you can quickly
tell CDC if you have any side effects after getting the COVID-19
vaccine. Depending on your answers, someone from CDC may call
to check on you. And v-safe will remind you to get your second
COVID-19 vaccine dose if you need one.

Your participation in CDC’s v-safe makes a difference —it helps
keep COVID-19 vaccines safe.

How can I participate?

Once you get a COVID-19 vaccine, you can enroll in v-safe using
your smartphone. Participation is voluntary and you can opt out at
any time. You will receive text messages from v-safe around 2pm
local time. To opt out, simply text “STOP” when v-safe sends you a
text message. You can also start v-safe again by texting “START.”

How long do v-safe check-ins last?

During the first week after you get your vaccine, v-safe will send
you a text message each day to ask how you are doing. Then you
will get check-in messages once a week for up to 5 weeks. The
questions v-safe asks should take less than 5 minutes to answer.
If you need a second dose of vaccine, v-safe will provide a new
6-week check-in process so you can share your second-dose
vaccine expenence as well. You'll also receive check-ins 3. 6, and
12 months after your final dose of vaccine.

Is my health information safe?

Yes. Your personal information in v-safe is protected so that it stays
confidential and private.”

“To the extent v-safe uss=s eximting information =y wegad by CDC. FDA, and other federal

+ v wloy strict sscunty measuses sppropriate for the data™s level of sonmtivty.
These ply. where applcatie, with the g b I laws, inchuding the Priveay
Act of 1874; theat are consi: with the Heelth Insumnoe Portabiity and
Accourtability Act of 1808 (HIPAA); the Foderal Ink son Security Manag: Act, and the
Freedom of Information Act.

1201520

2>
v=safe

after vaccination
health checker

Use your smariphone
o tell CDC about
any side effects after
getting the COVID-19
vaccine. You'll also get
reminders if you need a

second vaccine dose.

Sign up with your

smartphone’s browser at

vsafe.cdc.gov
OR

Aim your smartphone’s

camera at this code

EE==
iEIi

https://www.cdc.gov/vsafe



https://www.cdc.gov/vsafe

VAEB Vaccine Adverse Event Reporting System
www.vaers.hhs.gov
Report an Adverse Event to VAERS

VAERS is a passive reporting system, meaning it relies on individuals to send in
reports of their experiences. Anyone can submit a report to VAERS, including
parents and patients.

Healthcare providers are required by law to report to VAERS:

 Any adverse event listed in the VAERS Table of Reportable Events

Following Vaccination that occurs within the specified time period after
vaccinations

Click here for guidance to healthcare
e An adverse event listed by the vaccine manufacturer as a contraindication providers on reporting adverse events to

to further doses of the vaccine VAERS after COVID-19 vaccination

Healthcare providers are strongly encouraged to report to VAERS:

 Any adverse event that occurs after the administration of a vaccine licensed in the United States, whether itis or is
not clear that a vaccine caused the adverse event
e Vaccine administration errors

Vaccine manufacturers are required to report to VAERS all adverse events that come to their attention.



Dr. Fauci says (2/3/21):

..... There have been “no red flags”
seen in the more than 10,000
pregnant women who have received
Covid-19 vaccine shots so far....

Since the authorization of the
Moderna and Pfizer-BioNTech
vaccines in December, over 10,000
pregnant women, many of whom
were health-care workers, have
gotten the shots, Fauci said. He noted
that there is evidence that a
coronavirus infection can lead to
heightened risk of an adverse
outcome in pregnancy, which might
be why many pregnant health-care
workers decided to get the vaccine.



https://www.cnbc.com/quotes/MRNA
https://www.cnbc.com/quotes/PFE
https://www.cnbc.com/quotes/BNTX

Decision Tool (not validated but pretty good)

I'm pregnant.
Should | get the COVID vaccine?

For most people, getting the COVID vaccine
as soon as possible is the safest choice,
However, trials testing the vaccine in pregnant and
breastfeeding women have not been completed.
The information below will help you make an informed choice
about whether to get the COVID vaccine while you are pregnant

or trying to get pregnant.
Your options:
Get the COVID . Wait f?r more
i information about
vaccine as soon as b
iti : the vaccine in
it is available
pregnancy

What are the benefits of getting the COVID Vaccine?
1. COVID is dangerous. It is more dangerous for pregnant women,

« COVID patients who are pregnant are 5 times more
likely to end up in the intensive care unit (ICU) or on
a ventilator than COVID patients who are not
pregnant.’

s

« Preterm birth may be more common for pregnant women with severe
COVID, but other obstetric complications such as stillbirth do not appear
to be increased.”

« Pregnant women are more likely to die of COVID than non-pregnant
women with COVID who are the same age. ™

2, The COVID vaccine will prevent 95% of COVID Infections.
« As COVID infections go up in our communities, your risk of getting COVID
goes up too,
« Getting the vaccine will prevent you from getting COVID and will help
keep you from giving COVID to people around you

3. The COVID vaccine cannot give you COVID.
« The COVID vaccine has no live virus*

» The COVID vaccine does NOT contain ingredients that are known to be
harmful to pregnant women or to the fetus,

» Many vaccines are routinely glven In pregnancy and are safe (for example:
tetanus, diphtheria, and flu).

More detalls about how the vaccine works can be found on page 5.

What are the risks of getting the COVID vaccine?

1. The COVID vaccine has not yet been tested in pregnant women.

s The vacane was tested in over 20,000 people, and there were no senous
side effects. However, it was not tested in pregnant women

»  We do not have data on whether the vaccine works as well in
pregnancy as it did in the study of non-preanant individuals.

» We do not have data on whether there are unique .
dovmsides in pregnancy, like different side effects or '
an increased risk of miscamage or fetal abnormalities. ..

2. People getting the vaccine will probably have some side effects.

+ Although there were no serious side effects reported, many people had

some side effects. The side effects of the vaccine were:

¢+ injection ste reactions ke sore »  muscle pain {36%)
arm (84%) +  chills (32%)

+  fatigue (62%) » |oint pain (24%)

+  headache (55%) + fever (14%)

o About 1% of people will get a high fever {over 102°F). A persistent high
faver during the first trimester of pregnancy might increase the risk of
congenital defects or miscarmage. For those reasons, you may choose 1o
delay your COVID vaccine until sfter the first trimester

s The COC recommends using Tylenol {acetaminophen) during pregnancy if
you have a high fever.

What do the experts recommend?
COVID is very dangerous and can spread very easily. Because of this, “the Pfizer-

COVID vaccine is recommended for persons 16 years of age and older in the
U.S. population under the FDA's Emergency Use Authorlzation, "(COC)*

However, because there are no studies of pregnant women yet, there are no
clear recommendations for pregnant women, This is standard for a new drug and
is not due ta any particular concem with this vaccine.

The Society for Matemal-Fetal Medicine strongly recommends that pregnant

Individuals have access to COVID vaccines. They recommend that each person
have a discussion with their healthcare professional about their own persanal
choice,”

The American College of Obstetricians and Gynecologlsts recommends that the
COVID vaccine should pot be withheld from pregnant individuals who meet
criteria for vaccination.!

What else should | think about to help me decide?

Make sure you understand as much as you can about
COVID and about the vaccine. Ask a trusted source, like

1 your midwife or doctor. Page 5 has more information about
the vaccine,

Think about your own personal risk.

Z Look at the columns below and think about your risk of
getting COVID (Left), Think about your safety - are you able

to stay safe (Right)?
The risks of getting sick from COVID if you are not at higher risk for COVID
are higher if... and...
You have contact with people ..you are always able to wear a

outside your household who do mask

not wear masks ..you and the people you live with

can socially distance from others for
your whole pregnancy

..your community does NOT have
high or increasing COVID cases

You are 35 years old or older

You are overweight

You have other medical problems

such as diabetes, high blocd

pressure, or heart disease ..you think the vaccine itself will

make you very nervous {you are

more worried about the unknown

risks than about getting COVID)
you have had a severe allergic

reaction to a vaccine

You are a smoker

You are a racial or ethnic minorty,
or your community has a high rate
of COVID infections

You are healthcare worker"

If you are at a higher risk of getting .. ft might make sense for you to wait
COMID, it probably makes sense to get  for more information.

the vaccine.
@ Baystate mt\-l,n-mr\‘.ﬂ
=" Health UMASS \edical St
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If patients want counseling about
reproduction (pregnant, planning,
breastfeeding) and you want UVYMMC
to discuss with them:

e Schedule consult with MFM as usual
(mostly Meyer and Brown)

* We can do counselling by
telemedicine consult

* Only people that are candidates for
vaccine now

* (we should change from shot to jab)




Thank you!
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Upcoming Webinars
In collaboration with UVMMC, Vermont Dept. of Health, VCHIP

Upcoming Webinars:
* 2/26/21- 11am-12noon EST — Improving Care for New Americans

* 03/16/21— 12-1pm EST — Alliance for Innovation on Maternal Health
(AIM) & Perinatal Mood and Anxiety Disorders (PMADs)



