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Always check the websites below
and other websites provided within this presentation
for the latest guidance and information.

A ACIP main pagettps://www.cdc.gov/vaccines/acip/index.htm|

A 1/ Lt Q&19 vaecine pecific recommendationstps://www.cdc.gov/vaccines/hcp/acipecs/vacespecific/covid19.html

A 15/ Q& / h+xL5 =+ OOAVY I ( hthsy/wwvhHchovNatdhedicgvid 9 RdzOF G A2YY
19/index.htmI?CDC_AA _refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines¥2P62kidccinaticresources.html
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https://www.cdc.gov/vaccines/acip/index.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19.html
https://www.cdc.gov/vaccines/covid-19/index.html?CDC_AA_refVal=https://www.cdc.gov/vaccines/covid-19/vaccination-resources.html
https://www.cdc.gov/vaccines/covid-19/hcp/index.html

MA Information
https://www.mass.gov/covidl 9-
vaccinein-massachusetts

PHASE ONE

In order of priority

Information for Providers
Ly Ji https://www.mass.qgov/infe
g 4 details/covid19-vaccineinformation
for-providers
PHASE THREE

Vaccine available to general public

PHASE TWO

In order of priority

e Clinical and non-clinical heaithcare
workers doing direct and
COVID-facing care

® Long term care facilities, rest
homes and assisted living facilities

e Police, Fire and Emergency

Medical Services grocery, utility, food and agriculture,

o Congregate care settings sanitation, public works and public

Vaccine Providers FAQ
https://www.mass.gov/infe
details/covid19-vaccinefrequently
askedquestionsvaccineproviders

health workers
® Adults 65+
e [ndividuals with one comorbidity

(including corrections and shelters)
e Home-based healthcare workers
® Healthcare workers doing
non-COVID-facing care

December - February  February - April April - June

https://www.mass.gov/infedetails/whencani-get-the-covid19-vaccine
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https://www.mass.gov/info-details/when-can-i-get-the-covid-19-vaccine
https://www.mass.gov/covid-19-vaccine-in-massachusetts
https://www.mass.gov/info-details/covid-19-vaccine-information-for-providers
https://www.mass.gov/info-details/covid-19-vaccine-frequently-asked-questions-vaccine-providers

At the conclusion of this session, the participant will be able to:

To To To To To T To I

Massachusetts Department of Public Health

Define ACIP COVID Vaccine Recommendations

Describe COVHDO Vaccine Screening

OELI I AY t NPOARSNRa w2fS Ay = OOAYyS |
List Recommended Infection Control Measures

Summarize Principles of COMI®Vaccine Preparation

List vaccine documentation requirements

Describe Vaccine Adverse Event Reporting

Summarize Recommendations for Vaccinating during the GO/Handemic
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A
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A
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Vaccine Provider's Role

Vaccine Information and Ancillary Kit Supplies
Clinical Considerations

ACIP COVIDO Vaccine Recommendations

Vaccine Administration
Standing Orders

Screening
EUA fact sheets (Recipients and Healthcare Providers)
Vaccine Preparation

Infection Control

o Io Do Io Do P>

IM Injection Procedure
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Vaccine Reactions
Vaccine Safety
Vaccine Adverse Event Reporting (VAERSS &)

A
A
A
A

Vaccinating During the COVID Pandemic

A Enhanced Infection Control Measures

A Personal Protective Equipment (PPE)

A Best Practices for Holding Safe Vaccination Clinics
A Clinics held at Satellite, Temporary, or-8itk Locations
A Resources

A MDPH Contact Information

Massachusetts Department of Public Health  mass.gov/dph 6
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Immunization providers can help to ensure the safety and efficacy of vaccines through
proper:
A Benefit and risk communication (Communicate with Confidence)
AVaccine storage/handling and administration
ATiming and spacing of vaccine doses
A Screening for contraindications and precautions
AManagement of adverse reactions
ABeing able to access and use emergency equipment
A Current CPR certification
AReporting to VAERS (and any additional COVID specific databases)
ADocumentation

https://www.cdc.gov/vaccines/pubs/pinkbook/safety.html

Massachusetts Department of PublicHealth  mass.gov/dph 8



https://www.cdc.gov/vaccines/pubs/pinkbook/safety.html

Right Patient

Right Time

RIght Vaccine (and Diluent)
Right Dosage

Right Route, Needle, Technique
Right Injection Site

RIght Documentation

Do o o To o Io I

http://www.immunize.org/technicallyspeaking/20141101.asp
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http://www.immunize.org/technically-speaking/20141101.asp

Providers must ensure that the recipient's permanent medical record (whether pagmsd or
electronic) contains all the required vaccine administration documentation, which shall consist of

the following:

A Date of administration of the vaccine

A Vaccine manufacturer and lot number of the vaccine

AName and title of person administering the vaccine

AThe address of the facility where the permanent record will reside (if appropriate)

A Date printed on the appropriate VIS/EUA fact sheet*

A Date the VIS/EUA fact sheet* was given to the vaccine recipient, or the parents/legal representative

Best practice documentation guidelines also include: the vaccine type, dose, site, route of

administration, and vaccine expiration date be documented, and any vaccine refusal (if appropri
https://www.cdc.gov/vaccines/pubs/pinkbook/vaadmin.html
* COVIBRL9 specific

4 CDC COVHI® Vaccination Program Provider Requirements and Support
https://www.cdc.qov/vaccines/covil 9/vaccinationprovidersupport.html

Massachusetts Department of PublicHealth  mass.gov/dph 10



https://www.cdc.gov/vaccines/pubs/pinkbook/vac-admin.html
https://www.cdc.gov/vaccines/covid-19/vaccination-provider-support.html

APfizer and Moderna vaccines require 2 doses:

o The 2ddose must be the same product as the first dose
0 Schedule the 2 dose when administering the first dose

o Develop a system for recalling vaccinees férddse
0 Pfizer doses: at least 21 days apart
0 Moderna doses: at least 28 days apart

o Provide 29dose reminders:
A Personal vaccination card, email, text or calls

ADo not plan to hold COVH29 vaccine in reserve for2doses

A 2nd doses are being withheld by the federal government and will be shipped as
needed for the 2 dose

Massachusetts Department of PublicHealth  mass.gov/dph




VACCINE INFORMATION



A mRNA vaccines are being held to the same rigorous safety and effectiveness
standards as all other types of vaccines in the United States. The only-C®VID
vaccines the Food and Drug Administration (FDA) will make available for use in the
United States (by approval or emergency use authorization) are those that meet
these standards. mRNA vaccines do not use the live virus that causesI8OVID
They cannot give someone CO\MD

A mRNAR 2 S ZnfeRttie nucleus of the cell, which is where our genetic material
(DNA) is kept. The cell breaks down and gets rid of the mRNA soon after it is
finished using the instructions

A This means the mRNA vaccines do not affect or interact with our DNA in any way

https://www.cdc.gov/vaccines/covid 9/hcp/mrnavaccinebasics. html

https://www.cdc.gov/coronavirus/201Shcov/vaccines/vaccinbenefits/facts.html

Massachusetts Department of PublicHealth  mass.gov/dph 13



https://www.cdc.gov/vaccines/covid-19/hcp/mrna-vaccine-basics.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/vaccine-benefits/facts.html

A Shipped in 978lose increments
A Comes with Ancillary Supply Kit

A Ultra-cold storage{80° to -60°C)

A Requires reconstitution with a diluent
A 5-dose multidose vial

A 0.3mL dose volume

A 2 doses, at least 21 days apart

Source: Product Information Guide for COMEVaccines and Associated Products

Massachusetts Department of Public Health  mass.gov/dph

DESCRIPTION

VIPLID

DRY ICE POD

PAYLOAD BOX
(Takes 1 to 5 vial trays)

MEDIUM ULT THERMAL
SHIFPER

Neght of Vil Tray 1.008 kge I

Image credit: Pfizer




Pfizer COVH29 Vaccine Adult Ancillary Kit
Supports Administration of 975 Doses

Product Product Description
Needles, for vaccine administration 22cCHp DX ™€
Needles, for vaccine administration 22CHp DX M®Ppé
Syringes, for vaccine administration 1 ml
Alcohol pads Sterile, individual
Vaccination record card
Needle guide
Face shield
Face Mask
BIIVERYELS
Needles, for vaccine reconstitution 21¢cHp D2 mM®p
Syringes, for vaccine reconstitution 3 mlor5mli
t FAI SNI ! yOAfEINBR ! RdZ G YAO 5AYS
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A Shipped in 10@lose increments
A Comes with Ancillary Supply Kit

A Doesnot require reconstitution

A 10-dose multidose vial

A 2 doses, at least 28 days apart

Source: Product Information Guide for CO¥YfDVaccines and Associated Products

Massachusetts Department of Public Health  mass.gov/dph 16




Standard COVHD9 Vaccine Adult Ancillary Kit
Supports administration of 100 doses

Product Product Description Quantity

Needles 22cHp DX w™mE€ 85

Needles 22cHp DX M®p € 20

Syringes 1 mlor3 mi 105

Alcohol pads Sterile, individual 210

Vaccination record card 100

Needle guide

Face shield

Face Mask

{O0FYRIENR ! yOATEFNE ' RdzfE G YAO 5AYSyaaAa
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https://www.cdc.gov/vaccines/imz-managers/downloads/COVID-19-Vaccination-Program-Interim_Playbook.pdf

A Ancillary supply kits witiot include:
A sharps containers
A gloves
A bandages

A Additional personal protective equipment (PPE) may be needed
depending on vaccination provider site needs

Massachusetts Department of Public Health  mass.gov/dph 18




CLINICAL CONSIDERATIONS



It is important that providers follow the Advisory Committee on
Immunization Practices (ACIP) recommendations regarding CIOVID

vaccination.

A Their latest COVHD9 recommendations can be found at:
https://www.cdc.gov/vaccines/hcp/achHpecs/vacespecific/covidl9.html

ACKS 1/ LtAaQ LYUSNRAY wSO2YYSYRFOAZ2V F2NJ

COVIEL9 Vaccina United States, 2020:

http://dx.doi.org/10.15585/mmwr.mm6949e1

A Clinical considerations linkitps://www.cdc.gov/vaccines/hcp/ack b 2 ¢
recs/vacespecific/covidl9/clinicatconsiderations.html By “in

Healthcare Professionals: Preparing for COMNaccination
https://www.cdc.gov/vaccines/covid 9/hcp/index.html

Massachusetts Department of Public Health  mass.gov/dph



https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19.html
http://dx.doi.org/10.15585/mmwr.mm6949e1
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19/clinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/hcp/index.html

A On December 11, 2020, the Food and Drug Administration issued an Emergency Us
Authorization for the PfizeBioNTech COVAI® vaccine.

A On December 12, 2020, after an explicit, evidehased review of all available data, the
Advisory Committee on Immunization Practices (ACIP) issued an interim
recommendation for use of the PfizBioNTech COVi@ & @I OOA Y S Ay L
years for the prevention of COVID.

A The recommendation for the Pfiz&ioNTech COWI® vaccine should be implemented
In conjunction with interim recommendations for allocating initial supplies of CQYID
vaccines.

tKS | ROAEAZ2NE [/ 2YYAGGSS 2y LYYdzy Al I GA2Y -BioNTechHICOAD ¥dpcing yUnifedA Y
States, December 2028ttps://www.cdc.gov/immwr/volumes/69/wr/pdfs/mm6950eH.pdf
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https://urldefense.proofpoint.com/v2/url?u=https-3A__t.emailupdates.cdc.gov_r_-3Fid-3Dh37513d06-252C12c8fff5-252C12c9c063-26ACSTrackingID-3DUSCDC-5F921-2DDM44546-26ACSTrackingLabel-3DMMWR-2520Early-2520Release-2520-2D-2520Vol.-252069-252C-2520December-252013-252C-25202020-26s-3DqeWweuimKoHp5i-2Di3wrWkt0GL79l0rSQHJ3S317hR9A&d=DwMFaQ&c=lDF7oMaPKXpkYvev9V-fVahWL0QWnGCCAfCDz1Bns_w&r=5Fyw0TWQD8t6X2LVqctYhPS7EpOS33sK8Ph8DVTp2s4&m=AlEsrLfqfHKNIVa7QmWj5dxlMaGLxjjr_1U0Sd521rg&s=nK3SHNspO8zHlsmWWhz9u99xqVlhGRcEna8ktjuzu48&e=
https://www.cdc.gov/mmwr/volumes/69/wr/pdfs/mm6950e2-H.pdf

A

Based on available data, COMI®vaccination is expected to elicit systemic peatcination symptoms,
such as fever, headache, and myalgias.

While the incidence and timing of pesaccination symptoms will be further informed by phase lll clinical
trial data, strategies are needed to mitigate possible HCP absenteeism and resulting personnel shortac
due to the occurrence of these symptoms.

Considerations might include:

A Staggering delivery of vaccine to HCP in the facility so that personnel from a single department or unit
not all vaccinated at the same time. Based on greater reactogenicity observed following the second
vaccine dose in phase I/ll clinical trials, staggering considerations may be more important following the
second dose.

A Planning for personnel to have time away from work if they develop systemic symptoms following COVI
19 vaccination.

Further considerations on the management of p@DVIEL9 vaccination symptoms among healthcare
personnel is under development.

https://www.cdc.gov/vaccines/hcp/acHpecs/vacespecific/covidl9/clinicalconsiderations.html

Massachusetts Department of Public Health  mass.gov/dph



https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19/clinical-considerations.html

Infection prevention and control recommendations for
persons with post-vaccination symptoms

= Healthcare personnel

https://www.cdc.gov/coronavirus/201Shcov/hcp/postvaccine
considerationshealthcarepersonnel.html

= Long-term care facility residents

https://www.cdc.qgov/coronavirus/201Shcov/hcp/postvaccine
considerationgesidents.html

https://www.cdc.gov/vaccines/covid-19/index.html

mass.gov/dph
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signs and symptoms following COVID-19 vaccination

intended to balance:

e sioleak PR, ali L PPN £

Infection prevention and control considerations for residents of long-term care facilities with systemic

Note: Strategies are needed by long-term care facilities to appropriately evaluate and manage post-
vaccination signs and symptoms among their residents. The approach described in this document is/

hnfection prevention and control considerations for healthcare personnel with systemic signs and
symptoms following COVID-19 vaccination

Note: Strategies are needed for healthcare facilities to appropriately evaluate and manage post-
vaccination signs and symptoms among healthcare personnel (HCP). The approach described in this
document is intended to reduce the risks for disruptions in care and pathogen (e.g., SARS-CoV-2)

transmission resulting from:

e unnecessarily excluding HCP with only post-vaccination signs and symptoms from work, and
e inadvertently allowing HCP with SARS-CoV-2 or another transmissible infection to work.

These considerations are based on the current understanding of signs and symptoms following COVID-
19 vaccination, including timing and duration, and might change as experience with the vaccine

accumulates.
Overview

Systemic signs and symptoms, such as fever, fatigue, headache, chills, myalgia, and arthralgia, can occur
following COVID-19 vaccination. Preliminary data from mRNA COVID-19 vaccine trials indicate that most
systemic post-vaccination signs and symptoms are mild to moderate in severity, occur within the first
three days of vaccination (the day of vaccination and following two days, with most occurring the day
after vaccination), resolve within 1-2 days of onset, and are more frequent and severe following the
second dose and among younger persons compared to those who are older (>55 years). Cough,
shortness of breath, rhinorrhea, sore throat, or loss of taste or smell are not consistent with post-
vaccination symptoms, and instead may be symptoms of SARS-CoV-2 or another infection.

Because systemic post-vaccination signs and symptoms might be challenging to distinguish from signs
and symptoms of COVID-19 or other infectious diseases, HCP with postvaccination signs and symptoms

Based Precautions for

f

I transmissible infectious

bpplied to patients in other
nding of signs and
hd might change as

a, and arthralgia, can occur
ine trials indicate that most
ity, occur within the first

h most occurring the day
hd severe following the

>55 years). Cough,
consistent with post-



https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/covid-19/clinical-considerations.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/post-vaccine-considerations-healthcare-personnel.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/post-vaccine-considerations-residents.html

Preg Nant WOMeEeN (Final clinical considerations not yet posted as of 12/13/20)

A There are no dataon the safety of GOVID-19 vacdnesin pregnant women

I Animal developmentalandreproductive toxicity (DART) studiesare ongoing
I Sudiesin humansare ongoingand more planned

A mRNAvacdnesand pregnancy

I Not live vacdnes
I They are degraded quickly by normal cellular processesanddon@enter the nucleusof the cell

A QOVID-19 and pregnancy

I Increased risk of severe iliness(1AJ admisson, mechancalventilation anddeath)
I Mightbe anincreased risk of adverse pregnancy outcomes, such aspreterm birth

Alf awomanispart of agroup (e.g., healthcare personnel) whoisrecommendedto
recerve a QOVID-19 vacdne and is pregnant, she may chooseto be vacanated. A
discussonwith her healthcare providercanhelp her make aninformed dedsion.

Amanda Cohn and Sarktbaeyi What Clinicians Need to Know about PfiB&wNTechCOVID19 Vaccine. CDC Partner Call3120
. o 0 - . L ¢



https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/pregnancy-breastfeeding.html
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

Preg NanNt WOMEN (Final clinical considerations not yet posted as of 12/13/20)

A Consderatl onsfor vacanation:

" level of QOVID-19community transmisson, (risk of acquisition)

I her personal risk of contractingGOVID-19, (by occuypationor other actiities)
I therisksof GOVID-19to her and potential risksto the fetus

the efficacy of the vacane

I the known sideeffectsof the vacane
I theladk ofdataabout the vacane duringpregrancy

A Pregnant women who experience fever following vacdnation should be counseledto
take acetaminophen asfever hasbeen asciated with adverse pregnancy outcomes

A Routine testingfor pregnancy prior to recapt of a QOVID-19 vacdne is not
recommended.

Amanda Cohn and Saritbaeyi What Clinicians Need to Know about PfiBeaNTechCOVID19 Vaccine. CDC Partner Call3i20
. HaT= 10 A 1 P HarT= X Hallall oo |



https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

BreaSt feed | N g/L aCt at | N g vwomen gl??glllcggg?l considerations not yet posted as

A There are no dataon the safety of QOVID-19 vacdnesin lactatingwomen or the
effeas of mMRNA vacaneson the breastfed infant or milk production/excretion

A mRNAvacdnesare not considered live virus vacanesand are not thought to be a
risk to the breastfeedinginfant

Alf a lactatingwomanis part of a group (e.g., healthcare personnel) who is
recommendedto receve a GOVID-19 vacadne, she may chooseto be vacdnated



https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

Personswith a history of SARSCoV-2infection ye/poseassor 121320

A Vacdnation should be offered to persons regardless of history of prior symptomaticor

asymptomatic SARS-CoV-2 infection
I Datafrom phase 2/3 clinical trials suggest vacciration safe and likely efficacousinthese
persons

A Viral or serologic testingfor acute or prior infection, respectively, is not recommended
for the purpose of vacane deasion-making



https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

(Final clinical

PerSOnSWIth knOWH Current SA\I%'(.\L)V'Z IﬂfeCtIOn considerations not yet

posted as of 12/13/20)

AVacdnation should be deferred until recovery from acuteillness (if person had
symptoms) and criteria have been met to discontinue isolation

A No minimal interval between infection and vacdnation

A However, current evidence suggests reinfection uncommon in the 90 days after initial
Infection and thus persons with documented acute infection in the preceding 90 days
may defer vacanation until the end of this period, if desired

Amanda Cohnand Saritbaeyi What Clinicians Need to Know about PfiBanNTeclCOVID19 Vaccine. CDC Partner CAlBID

OV QOWNIOAAS/P =10](0]1 (+Va Nevwnat-



https://www.cdc.gov/coronavirus/2019-ncov/hcp/disposition-in-home-patients.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/duration-isolation.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/disposition-in-home-patients.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/duration-isolation.html
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

Personswho previouslyrecaved passve antibody therapy for

QOVID-19 (Final clinical considerations not yet posted as of 12/13/20)

A Qurrently no dataon safety or efficacy of QOVID-19 vacdnationin personswho receved
monoclonalantibodiesor convalescent plasmaaspart of GOVID-19 treatment

AVacdnation should be deferred for at least 90 daysto avoid interference of the

treatment with vacane-induced immune responses
| Based on estimated half-life of therapiesand evidence suggesting reinfection isuncommon

within 90 days of initial infection

Amanda Cohnand Sarktbaeyi What Clinicians Need to Know about PfiBanNTeclCOVID19 Vaccine. CDC Partner CAlRZD
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https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

Personsw|th a known SA\%CI)V_Z eXpOSLre (Final clinical considerations not

yet posted as of 12/13/20)

A Community or outpatient setting:

I Defer vaccirationuntil guarantine period hasended to avoid exposing healthcare personnel
(HCP)or other personsduringvacanation visit

A Reddents of congregate healthcare settings (e.g., long-term care facilities):
I May be vaccirated, aslikely would not result in additional exposures. HOPare already in close
contad with residentsand should employ appropriate infection prevention and control
procedues

A Reddents of other congregate settings (e.g., correctionalfacilities, homeless shelters)
I May be vacanated, in orderto avoid delaysand missed opportunitiesfor vacanation
I Wherefeasible, precautionsshould be taken to limit mixingof these individuaswith other
residentsor non-esential staff

Amanda Cohn and Sardtbhaeyi What Clinicians Need to Know about PfiB®NTechCOVID19 Vaccine. CDC Partner Cali3120
pS: dc.gov/vaccines/covid 9/downloads/pfizeibionte accinewhat-Clinicia eedto-know.pd



https://www.cdc.gov/coronavirus/2019-ncov/if-you-are-sick/quarantine.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/infection-control-recommendations.html
https://www.cdc.gov/coronavirus/2019-ncov/if-you-are-sick/quarantine.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/infection-control-recommendations.html
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

: . : 1t Final clinical considerations
Personswith underlyingmedical conditions™ et posted as of 19/13/20)

AVacdne may be administered to personswith underlying medical conditionswho have
no contraindicationsto vacanation

A Phase 2/ 3 clinical trials demonstrate similar safety and efficacy profilesin persons with
underlying medical conditions, includingthose that place them at increased risk for
severe QOVID-19, compared to personswithout comorbidities

Amanda Cohn and Sarbdtbaeyi What Clinicians Need to Know about PfiBeaNTechCOVID19 Vaccine. CDC Partner Call3120



https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

(Final clinical considerations not yet posted as

Immunocompromised persons 12113120)

A Persons with HIV infedtion, other immunocompromising conditions, or who take
Immunosuppessve medicationsor therapies might be at increased risk for severe
QOVID-19

A Datanot currently available to establish safety and efficacy of vacdne in these groups
A These individualsmay still receve QOVID-19 vacdne unless otherwise contraindicated

A Individualsshould be counseled about:
I Unknownvacane safety and efficacy profilesinimmunocompromised persons
I Potential for reducal immuneresponses
I Neeadto continue tofollow all current guidance to protect themselvesagainst COVID-19

Amanda Cohn and Sarbtbaeyi What Clinicians Need to Know about PfiB&sNTechCOVID19 Vaccine. CDC Partner CdlB2D



https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

QARS (bV-2tests (Final clinical considerations not yet posted as of 12/13/20)

AViral tests: Prior recapt of the Pfizer-BioNTech GQOVID-19 vacdne will not affect the
resuts of SARSCoV-2 nucleic acid amplification or antigen tests

A Antibody tests:

I Qurrently availableantibody testsfor SARS Co\f2 assessigM and/or IgGto spike or
nucleocapsid proteins

I Pfizer-BiloNTech GOVID-19 vacane containsmRM that encodesthe spike protein; thus, a
positive test for spike protein IgM/ IgGeoould indicate either prior infection or vacciration

I To evaluate for evidence of prior infection in anindividua with a history of Ffizer-BioNTeh
QOVID-19vacanation, atest speafically evaluating lgM/ IgGto the nucleocapsid protein
should be used



https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/eua-authorized-serology-test-performance
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/eua-authorized-serology-test-performance
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

Interchangeability with other GQOVID-19 vacane products

(Final clinical considerations not yet posted as of 12/13/20)

A Pfizer-BioNTech QOVID-19 vacadne not interchangeable with other COVID-19 vacdne

products
I Safety and efficacy of a mixed serieshasnot been evaluated

A Persons initiating series with Pfizer-BioNTech QOVID-19 vacdne should complete series
with same product

Alf two dosesof different mRNA QOVID-19 vacdne productsinadvertently administered,

no additional dosesof either vacanerecommended at thistime
I Recommendationsmay be updated asfurther information becomesavailable or additional
vaccineaypesauthorized

Amanda Cohn and Sarbtbaeyi What Clinicians Need to Know about PfBaNTechCOVID19 Vaccine. CDC Partner Cali3120



https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf

Coadministration with other vaocines (Final clinical considerations not yet
posted as of 12/13/20)

A Pfizer-BioNTech QOVID-19 vacdne should be administered alone with a mnimum

Interval of 14 days before or after administration with any other vacanes
I Dueto ladk ofdata on safety and efficacy of the vacane administered ssimultaneoudy with
other vacanes

A If Pfizer-BioNTech QOVID-19 vacdneisinadvertently administered within 14 days of
another vacane,dosesdo not need to be repeated for either vacane
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Pfizer ontraindicationsand precautions
(Final clinical considerations not yet posted as of 12/13/20)

= Package insert:
— Severe allergic reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-
19 vaccine is a contraindication to vaccination
— Appropriate medical treatment used to manage immediate allergic reactions must be
immediately available in the event an acute anaphylactic reaction occurs following
administration of the vaccine

= Because of reports of anaphylactic reactions in persons vaccinated outside of clinical

trials, the additional following guidance is proposed:

— A severe allergic reaction to any vaccine or injectable therapy (intramuscular, intravenous, or
subcutaneous) is a precaution to vaccination at this time

— Vaccine providers should observe patients after vaccination to monitor for the occurrence of
immediate adverse reactions:
* Persons with a history of anaphylaxis: 30 minutes
* All other persons: 15 mins
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(Final clinical considerations not yet posted as of 12/13/20)
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