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= Update on COVID-19 disease and vaccination
= Updates to CDC’s Interim Clinical Considerations for COVID-19 Vaccines



Trends in daily number of COVID-19 cases — United States

= = Over 79 million cases and
o 975K deaths reported
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= = Lowest number of daily
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= cases since July 2021
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CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#trends dailycases Accessed March 29, 2022
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Omicron (BA.2 lineage) is the dominant circulating SARS-
CoV-2 variant
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Trends in daily number of COVID-19 deaths — United States
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CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#trends dailydeaths Accessed February 29, 2022 5
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% of People
Fully Vaccinated:

ee0ee >5years of age:

70%

e0ee >18yearsof age:

75%

eseee >65years of age:

89%

I COVID-19 vaccines administered (as of March 30, 2022)

% of Fully Vaccinated People
with a Booster Dose:

eseee >12vyearsof age:

47%

oeee >18yearsof age:

48%

eeee >65years of age:

67%

CDC. https://covid.cdc.gov/covid-data-tracker. Accessed March 30, 2022



https://covid.cdc.gov/covid-data-tracker

COVID-19 vaccines are safe and effective

= COVID-19vaccines have been a critical tool in this pandemic, preventing
millions of COVID-19 associated hospitalizations and deaths

= To date, hundreds of millions of doses of mMRNA COVID-19 vaccines have been
given with over a year of closely monitored real-world safety and
effectiveness data

= Vaccinating the unvaccinated with a primary series continues to be important

— Additional protection from all recommended COVID-19 vaccine doses importantin
evolving pandemic



Rates of COVID-19 cases and deaths by vaccination status,
September 19, 2021 - February 19, 2022 (25 U.S. Jurisdictions)

Unvaccinated Vaccinated with a primary series only Vaccinated with a primary series and booster dose Unvaccinated Vaccinated with a primary series only Vaccinated with a primary series and booster dose’
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Positive specimen collection date by end of week

In January, unvaccinated people ages 12 years and older had:

Positive specimen collection date by end of week

3.5X 21X
Risk of Testing Positive for COVID-19 AND Risk of Dying from COVID-19

compared to people vaccinated with a primary series and booster dose

CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#rates-by-vaccine-status Accessed March 29, 2022
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COVID-19-associated hospitalizations and deaths
prevented by COVID-19 vaccination in the United States

* COVID-19 associated hospitalizations prevented!-:

— Estimated up to 10.3 million hospitalizations averted through November 2021

* COVID-19 associated deaths prevented?-:
— Estimated up to 1.1 million deaths averted through November 2021

1. MoghadasSM, Sah P, Fitzpatrick MC, et al. COVID-19 deaths and hospitalizations averted by rapid vaccination rollout in the United States. medRxiv. Published online July 8,
2021:2021.07.07.21260156. doi:10.1101/2021.07.07.21260156

2. Eric C. Schneider, Arnav Shah, Pratha Sah, Seyed M. Moghadas, Thomas Vilches, Alison Galvani. The U.S. COVID-19 Vaccination Programat One Year: How Many Deathsand
Hospitalizations Were Averted.

3. Guptas, Cantor J, Simon Kl, Bento Al, Wing C, Whaley CM. Vaccinations Against COVID-19 May Have Averted Up To 140,000 DeathsInThe United States. Health Aff (Millwood).
2021;40(9):1465-1472. 9



Benefits and risks after mRNA COVID-19 vaccines among
persons ages 18—39 years

per million 2" doses
COVID-19-Associated Hospitalizations Prevented per Cases of Myocarditis Expected per Million 2nd
Million 2" Doses of Moderna and Pfizer-BioNTech Vaccine Ag(seg;;;'p Doses of Moderna and Pfizer-BioNTech Vaccine

2982 33
2820 24
3000 2500 2000 1500 1000 500 0 0 100 200 300 400 500

 COVID-19-associated hospitalizations prevented by mRNA COVID-19 vaccines compared with myocarditis cases expected

. .
Presented by vaccine prOdUCt https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-02-04/07-COVID-Oliver-508.pdf 10



Daily trends in doses of COVID-19 vaccine administered
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CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#vaccination-trends Accessed March 21, 2022 11
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U.S. COVID-19 vaccine administration by vaccine type (as

of March 21, 2022)

Number of People Fully Vaccinated
in the U.S. by COVID-19 Vaccine
Series Type

Moderna 2-dose

75,665,320

J&J/Janssen single dose
16,832,988

Other 2-dose
148,059

00
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Total Number of People Fully Vaccinated

https://covid.cdc.gov/covid-data-tracker/#vaccinations_vacc-total-admin-rate-total

Number of People with a Booster Dose
in the U.S. by
COVID-19 Vaccine Type

Pfizer-BioNTech

53,488,557
|

@ Moderna
- 41,700,706
-
3
|-
o J&]/Janssen
@ = 458578

Other

20,407
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Total Number of People with a Booster Dose
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Fully Vaccinated

Cappedat95.0% L peessessssssss

COVID-19 vaccination

coverage by age and
date administered

Jan 2021 Jul 2021 Jan 2022

5-11yrs  12-17yrs 18-24yrs  25-39yrs 40-49yrs 50-64yrs 65-74 yrs

CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#vaccination-demographics-trends Accessed March 30, 2022
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Percent Vaccinated

0%

75+ yrs
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Fully Vaccinated

100%
COVID-19 vaccination
coverage by race and
50%
ethnicity
0%
May Jun Jul Aug Sep Oct Nov Dec Jan Feb
2021 2021 2021 2021 2021 2021 2021 2021 2022 2022
Al/AN, NH Asian, NH Black, NH Hispanic/Latino NHOPI, NH White, NH
14

CDC COVID Data Tracker. https://covid.cdc.gov/covid-data-tracker/#vaccination-demographics-trends Accessed March 21, 2022
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Booster Dose Receipt by Demographics, National Immunization
Survey-Adult COVID Module, February 20-26, 2022, Ages 18+

(N=13,430)
. Received a booster dose (among those fully
vaccinated)
Overall | N=E - Hispanic
Al/AN* R ——
Female Asian [N
Male Black
NH/oP  H—r s
75+ White
gg:gj Multi*
40-49
30-39 Insured
18-29 Notinsured | NEGEGEGECEE—
Urban Above Poverty, 2575k
Suburban Above Poverty, <75k
Rural Below Poverty 48-8
0 25 50 75 100 0 25 50 75 100
Weighted % (95% Cl) Weighted % (95% Cl)

National Immunization Survey Adult COVID Module: Data from adults aged 218 years are collected by telephone internview using a random-digit-dialed sample of cell telephone
numbers stratified by state, the District of Columbia, five local jurisdictions (Bexar County TX, Chicago IL, Houston TX, New York City NY, and Philadelphia County PA), and Guam (April-
July 2021 only), Puerto Rico, and the U.S. Virgin Islands (April-December 2021 only). Data are weighted to represent the non-institutionalized U.S. population and mitigate possible bias
that can result from an incomplete sample frame (exclusion of households with no phone senice or only landline telephones) or non-response. Survey weights were also calibrated to
state-level vaccine administration data reported to CDC. All responses are self-reported. Estimates of vaccination coverage may differ from vaccine administration data reported at
https://covid.cdc.gov/covid-data-tracker/#vaccinations. For more information about the survey, see https://www.cdc.gov/vaccines/imz-managers/nis/about. html#current-surveys.

*Due to small sample size results should be interpreted with caution. AlI/AN: American Indian/Alaska Native; NH/OPI: Native Hawaiian/Other Pacific Islander. 15
**Estimates with a denominator sample size of <30 are not shown.



https://covid.cdc.gov/covid-data-tracker/#vaccinations
https://www.cdc.gov/vaccines/imz-managers/nis/about.html#current-surveys

Booster dose receipt by jurisdiction, National Immunization Survey-
Adult COVID Module, January 2-29, 2022, ages 18+

(N=62,515)
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(a)

National Immunization Survey Adult COVID Module: Data from adults aged 218 years are collected by telephone interview using a random-digit-dialed sample of cell telephone numbers stratified by

state, the District of Columbig, five localjurisdictions (Bexar County TX, Chicago IL, Houston TX, New York City NY, and Philadelphia County PA), and Guam (April-July 2021 only), Puerto Rico, and the U.S.
Virginlslands. Data are weighted to represent the non-institutionalized U.S. population and mitigate possible bias thatcan result fromanincomplete sample frame (exclusion of households withno
phoneservice or onlylandline telephones) or non-response. Survey weights were also calibrated to state-level vaccine administration data re ported to CDC. All responsesare self-reported. Estimates of

va ccination coverage may differ from vaccine administration data re ported at https://covid.cdc.gov/covid-data-tracker/#vacdnations. For more information about the survey, see
https://www.cdc.gov/vaccines/imz-managers/nis/about.html#current-surveys. 16
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About half of unvaccinated adults say nothing will
convince them to get a COVID-19 vaccine

= Among unvaccinated adults: “What, if anything, will convince you to get
vaccinated for COVID-197”

More research/transparency _ 12%

If it were required for work/if it were mandatory - 6%

Money/large sum of money - 5%

If a doctor recommended it - 3%

If it prevented 100% of infections - 3%

0% 10% 20% 30% 40% 50% 60%

KFF COVID-19 Vaccine Monitor: Early Omicron Update (Dec 15 — 20, 2021). https://www.kff.org/coronavirus-covid-19/poll-finding/kff-covid-19-vaccine-monitor-early-
omicron-update/. Accessed January 19, 2022 17



https://www.kff.org/coronavirus-covid-19/poll-finding/kff-covid-19-vaccine-monitor-early-omicron-update/

Reasons for remaining unvaccinated

Concerns about vaccine side effects or general mistrust of COVID-19 vaccines were the
top reasons given for continuing to be unvaccinated

% of non-vaccinated respondents (n=507)
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Concerned about long-term side effects |IIININININININEEE 413.6%
I don't trust COVID-19 vaccines [N 41.4%
Concerned about short-term side effects | NNREREINENEGEEEEE 33.1%
Don't know if COVID-19 vaccines work [ 20.7%
Concerned about allergic reaction [N 18.9%
Wait to see if vaccine is safe [ 18.3%
Don't trust healthcare system [ 15.0%
Not worried about COVID-19 I 13.0%
Fear of needles I 10.8%
| already had COVID-19 I 10.1%
Not mandated I 8.5%
Against religious beliefs [N 8.5%
Other I 5.3%
HCP said not to get vaccinated [ 4.7%
None of these I 4.5%
Obstacles (lack of transportation, no time off work) [l 3.9%
Community not getting vaccinated B 3.0%
Costconcerns [ 3.0%

CDC and University of lowa/RAND survey, unpublished



La d d e r to Necessary
Bu i 'd i ng De man d 3 % (indispensable for accessing things they

M®ME want to get back to doing)
Make vaccines: ooo [JNEGEGEG

(presented as a social default)

O

Desirable
(appealing)

Convenient
(reduce out of pocket, social, and opportunity costs)

Beneficial (health benefits outweigh risk of getting
COVID-19 or perceived or real side effects from vaccination)

N
g‘_\ el Accessible
P8l (easy to get)

19



Evidence-Based Strategies to Strengthen Vaccine Confidence
and Uptake

Y gy COVID-19 Vaccination Field Guide:
¢:0 ‘3| ﬂ% @ ]

— 4 12 Strategies for Your Community
Vac;Ine Medical Meélcal
Ambassadors Provider Vaccine Reminders

Standardization

@ Eoit

oo oo

J a 1] o
Motivational Financial School-Located
Interviewing Incentives Vaccination
Programs

)

r
‘ > T

Home-Delivered Workplace Vaccination
Vaccination Vaccination Requirements

— e - N ;
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il o | —
Effactive Massages Provider Combating i paseac MR

Defivarad by Trustet Recommendation Misinformation Disease Vaccinate with Confidence
Messengers o Strategy to Reinforce Confidence in Covid-19 Vaccines

https://Iwww.cdc.govivaccines/covid-19/downloads/covid19-vax-field-guide-12-strategies.pdf.



Preparing for COVID-19 Vaccine Conversations

ﬂ Choose to get vaccinated yourself

[ EH[D

O O Engage in effective conversations
EHJ — Start from a place of empathy and understanding
— Address misinformation by sharing key facts

@ Be prepared for questions £ -
— Share CDC resources/toolkits % & %

I CORONAVIRUS DISEASE 2019
(COVID-19)

COVID-19 vaccines will

be an important tool to
help stop the pandemic.

“...I believe in this vaccine and got it as soon as it became available.”

ing ‘Back

etting to Normal’
s Going to Take All of Our Tools

If we use all the tools we have, we stand the best
chance of getting our families, communities,
schools, and workplaces “back to normal” sooner:

Get vaccinated. Wear a mask.




COVID-19 Vaccine Communication Resources

Getting ‘Back to Normal’
Is Going to Take All of Our Tools

Engaging in effeCtive COVID'19 VaCCine COnversatiOnS | If we use all the tools we have, we stand the best
. . . . chance of getting our families, communities,
https://www.cdc.gov/vaccines/covid-19/hcp/engaging-patients.html schools, and workplaces ‘back to normal”sooner:
Get vaccinated. Wear a mask.

COVID-19 vaccination toolkits are available for

= Medical centers, clinics, and clinicians

Pediatric healthcare professionals v Covin-10 TR
' VACCINE!

VACCINE!

~f 4 Stay 6 feet from others, Wash
and avoid crowds. hands often.

www.cdc.gov/coronavirus/vaccines

Long-term care facilities

Health departments

Community-based organizations

Essential workers

Staff in school settings and childcare programs COVID-L Vaetine Basles

What Healthcare Personnel Need to Know

= www.cdc.gov/vaccines/covid-19/health-systems-communication-toolkit.html | .........

e
CDC COVID-19 Response
Vaccine Task Force
December 2020

= www.cdc.gov/coronavirus/2019-ncov/vaccines/toolkits.html

% Vaccinate with Confidence

cdc.gov/coronavirus

d s

22




Recent updates to CDC’s Interim Clinical
Considerations for COVID-19 Vaccines
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Interim Clinical Considerations

Vaccines & Immunizations

CDC = COVID-19 Vaccination 0 o @ @

A COVID-19 Vaccination

Use of COVID-19 Vaccines in the United States

Interim Clinical Considerations

Product Info by U.S. Vaccine

Interim Clinical Considerations

et of CONDAS Vaccines mhe Summary of recent changes (last updated February 22, 2022):

us. + Added considerations for an 8-week interval between the first and second doses of a primary mRNA vaccine
schedule
Managing Anaphylaxis

Myocarditis and Pericarditis

Considerations Reference Materials Get Email Updates
Lab Tests After Severe Allergic * Summary Document for Interim Clinical Considerations Receive email updates about this
Reactions e Interim COVID-19 Immunization Schedule page.

+ Administration Error Revaccination Guidance What's this?

Clinical Care
* Administration Error Revaccination Guidance - Poster

) . Get Email Updates
Provider Requirements and

Support

Training and Education

COVID-19 Vaccines, Recommendations, and Schedule

Vaccine Recipient Education

About COVID-19 vaccines Children and adolescents
Health Departments

Recommendations and schedule Patient counseling
Planning & Partnerships

People who are moderately or severely Laboratory testing

Vaccine Effectiveness Research immunocompromised

COVID-18 Vaccine Data Systems

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html



https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

Interim Clinical Considerations

Vaccines & Immunizations

CDC = COVID-19 Vaccination

A COVID-19 Vaccination

Print out
reference
materials

Product Info by U.S. Vaccine
Interim Clinical Considerations

Interim Clinical Considerations

se of COVID-12 Vaccines in the

schedule

Myocarditis and Pericarditis
Considerations

Reference Materials

* Summary Document for Interim Clinical Considerations

Use of COVID-19 Vaccines in the United States

Summary of recent changes (last updated February 22, 2022):

+ Added considerations for an 8-week interval between the first and second doses of a primary mRNA vaccine

Lab Tests After Severe Allergic
Reactions e |nterim COVID-19 Immunization Schedule

+ Administration Error Revaccination Guidance

Clinical Care
* Administration Error Revaccination Guidance - Poster

Provider Requirements and
Support

Navigateto the
topics in which
you are most
interested.

Vaccine Recipient Education
About COVID-19 vaccines

Health Departments
Recommendations and schedule

People who are moderately or severely
immunocompromised

COVID-18 Vaccine Data Systems

Training and Education COVID-19 Vaccines, Recommendations, and Schedule

Patient counseling

Laboratory testing

See what has
been most
recently updated.

6 O 0 &

Get Email Updates Enter your email

address here to
get an email each

time an update
occurs.

Receive email updates about this
page.

What's this?

Get Email Updates

Children and adolescents

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
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COVID-19 vaccination schedule for people who are not moderately or
severely immunocompromised®

Vaceine _[omonth [t month ___Jzmonth __[3month ___[4month ___Jsmonth ___[6month __J7month __[smonth __Jomonth __10month __[11menth |
Plizer- ™ 2% dose

BioNTech dose (3 weeks

{ages 5-11 affter 1%
years) dose)
Plizer- ™ 2* dose! Booster doset See footnote’
BioNTech dose (3-8 weeks after 1 dose) (at least 5 months after 2 doss)
(ages 12
years and
olden
Modema 1¢ 2* dose! Booster doset See footnoted
(ages 18 dose (4-8 weeks after 1% dose) (at least 5 months after 2+
years and dase)
olden
Janssen 1 Booster See
(ages 18 dose doset footnote’
years and (atleast
olden 2 months
after 1#
dose)
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html 26
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COVID-19 vaccination schedule for people who are not moderately or
severely immunocompromised®

Vaceine _[omonth [t month ___Jzmonth __[3month ___[4month ___Jsmonth ___[6month __J7month __[smonth __Jomonth __10month __[11menth |
Plizer- ™ 2% dose

BioNTech dose (3 weeks

(ages 5-11 after 1%
years) doss)
Plizer- 1 2 doset Booster doset See footnote’
BioNTech dose (3-8 weeks after 1* dose) (at least 5 months after 2™ dose)
(ages 12
years and
olden)
Modema 1¢ 2* dose! Booster doset See footnoted
(ages 18 dose (4-8 weeks after 1% dose) (at least 5 months after 2+
years and dose)
oider)
Janssen 1 Booster See
(ages 18 dose doset footnoted
years and (at least
olden 2 months
after 1*
dose)

® People ages 18-49 years who received Janssen COVID-19 Vaccine as both their primary series dose and booster dose may receive an mRNA COVID-19
booster dose at least 4 months after the Janssen booster dose. People ages 50 years and older may choose to receive a second booster dose if it has been
at least 4 months after the first booster dose.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

27
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Staying Up to Date

Vaccination Pfizer-BioNTech Moderna Janssen
Status Ages Recommended Ages Recommended Ages Recommended
5+ yearsold 18+ yearsold 18+ yearsold
Fu"y Primary Series Primary Series Primary Series
. * 3 doses for peoplewith moderateor <+ 3 doses for peoplewith 2 doses (1°tdose
vaccinated severe immune compromise moderate or severe Janssen, 2" additional
‘ ' immune compromise dose mRNA)

A © |4
\ar

Up to date 1 Booster Dose 1 Booster Dose 1 Booster Dose
Everyone ages 12+ should geta booster Everyone ages 18+ should get Everyone ages 18+
dose a booster dose of either should geta booster
Y y * Teens 12-17should only get a Pfizer- Pfizer-BioNTech or Moderna  dose of either Pfizer-
Y Yy BioNTech COVID-19 Vaccine booster (mRNA COVID-19 vaccines) BioNTech or Moderna
*  Everyone 18+ should get a booster dose
‘ ' of either Pfizer-BioNTech or Moderna (mRNA covib-13
(MRNA COVID-19 vaccines) vaccines)
Getting a second booster dose is not necessary to be considered up to date at this time.
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/stay-up-to-date.html 28




COVID-19 vaccination schedule for people who are not moderately or
severely immunocompromised®

Vaccine Jomont 1 montn —[zmoatn [smentn —[smonin [smontr Jomontn [rmont_Jomonn Jomons Jiomoun __J11moun
Pfizer-

™ 2% dose
BioNTech dose (3 weeks
(ages 5-11 after 1#
years) dose)
Plizer- 1 2* doset Booster doset See footnote’
BioNTech dose (3-8 weeks after 1" dose) (at least 5 months after 2™ dose)
(ages 12
years and
olden)
Modema 1* 2* doset Booster doset See footnoted
(ages 18 dose (4-8 weeks after 1% dose) (at least 5 months after 2+
years and dose)
oider)
Janssen 1 Booster See
(ages 18 dose doset footnoted
years and (at least
olden 2 months
after 1*
dose)

TAN 8-week interval may be optimal for some people ages 12 years and older, especially for males ages 12 to 39 years. A shorter interval (3 weeks for Pfizer-
BioNTech; 4 weeks for Moderna) between the first and second doses remains the recommended interval for people who are moderately or severely
immunocompromised; adults ages 65 years and older; and in situations in which there is increased concern about COVID-19 community levels or an
individual’s higher risk for severe disease.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html 29
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Extended interval between 15t and 2" mRNA COVID-19 vaccine
dose: review of evidence

= ACIP reviewed evidence related to an extended interval between the 15t and 2" dose of
MRNA vaccines

= Some studiesin adolescents and adults have shown the small risk of myocarditis
associated with mRNA COVID-19 vaccines might be reduced and peak antibody

responses and vaccine effectiveness may be increased with an interval longer than 4
weeks

30



Ontario, Canada: Reporting rate of myocarditis/pericarditis per million
doses among males ages 18-24 years by vaccine product® and interval
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Rate (95% Cl) per million doses

SRR TP Y

<4 weeks 5-7 weeks 28 weeks | <4 weeks 5-7 weeks 28 weeks | <4 weeks 5-7 weeks =8 weeks

Pfizer—Pfizer Moderna—Moderna Pfizer—Moderna
Males ages 18-24 y n=235,819 n=93,616 n=85,893

Source: Buchan S etal. Dec 2021, MedRxiv preprint.
*Moderna-Pfizer not shown here because there were no reported eventsin males ages 18-24 years; a smallernumber of males in this age group received this schedule (n=8,853). 31




any two doses of mMRNA vaccines by primary series interval

British Columbia Quebec
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Immunogenicity with extended primary series interval

= Payne et al. (UK ): Among SARS-CoV-2 infection naive persons in an observational
cohort, serological responses were higher after an extended dosing interval (6—-14
week) compared to a standard interval (3—4 week).

— Among persons with an extended interval, there were higher antibody and B
cell responses, as well as sustained B and T cell responses, compared to a
standard interval.

— An extended interval may promote efficient T cell expansion and long-term
memory cell persistence.

= Amirthalingam et al. (England), Parry et al. (England), & Grunau et al (Canada):
Neutralizing antibody titers were higher following an extended dosing interval with
MRNA vaccine, compared to a standard interval.

Source: Payne R. 2021, Cell.; Amirthalingam G. 2021, Nat Commun.; Parry H. 2022, Npj Vaccines.; Grunau B. 2022, Clin Inf Dis. 34



Summary

= Rates of myocarditis/pericarditis were lower with extended interval
between first and second dose of mMRNA vaccine primary series

= Extended primary series interval may improve immunogenicity and
vaccine effectiveness
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COVID-19 vaccination schedule for people who are moderately or
severely immunocompromised

[vaccive [Omonth | 1month ——2month [ 3mosth 4ot [monith _[mont [ 7monn__[men ___[omonn |
Pfizer- ™ 2 dose 3" dose

BioNTech dose (3 weeks (at least 4

(ages 5-11 after 1 weeks after
years) dose) 2 dose)
Plizer- 1 2% dose 3 dose Booster See
BioNTech dose (3 weeks (at least 4 dose* footnote®
{ages 12 after 1# weeks after {at least
years and dose) 2* dose) 3 months
older) after 3*
dose)
Moderna 1+ 2* dose 3 dose Booster See
(ages 18 dose (4 vieeks (at least 4 dose* footnate’
years and after 1¢ weeks after (at least
older) dose) 2 dose) 3 months
after 3
dosa)

Janssen 1% F ol Booster See
(2ges 18 dose {additional) dose* footnotes
years and dose' using (at least
older) an mRNA 2 months

COVID-19 after

vaccine addstional

(atkeast 4 dose)

weeks after

1* dose)

Note: Timeline is approximate. Intervals of 3 months or fewer are converted into weeks per the formula “1 month = 4 weeks". Intervals of 4 months or more
are converted into calendar months.

*An mRNA COVID-19 vaccine is preferred over the Janssen COVID-19 Vaccine for booster vaccination of people ages 18 years and older. For people ages 12-
17 years, only Pfizer-BioNTech can be used. A booster dose is not authorized for people ages 5-11 years.

Only Pfizer-BioNTech or Moderna COVID-19 Vaccine should be used. See Appendix D for more information on vaccinating people who are moderately or
severely immunocompromised and who received Janssen COVID-19 Vaccine for the primary series.

*People ages 12 years and older may choose to receive a second booster dose using an mRNA COVID-19 vaccine if it has been at least 4 months after the
first booster dose. For people ages 12-17 years, only Pfizer-BioNTech can be used. 36



People Who Are Moderately or Severely
Immunocompromised

= People with immunocompromising conditions or people who take
immunosuppressive medications or therapies:

— Are at increased risk for severe COVID-19
— May not mount a protective immune response after initial vaccination
— Have waning protection over time
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People Who Are Moderately or Severely
Immunocompromised

= Active treatment for solid tumor and hematologic malignancies
= Receipt of solid-organ transplant and taking immunosuppressive therapy

= Receipt of CAR-T-cell or hematopoietic stem cell transplant (HCT) (within 2 years of
transplantation or taking immunosuppression therapy)

= Moderate or severe primary immunodeficiency (e.g., DiGeorge, Wiskott-Aldrich syndromes)
= Advanced or untreated HIV infection

= Active treatment with high-dose corticosteroids (i.e., 220mg prednisone or equivalent per
day), alkylating agents, antimetabolites, transplant-related immunosuppressive drugs,
cancer chemotherapeutic agents classified as severely immunosuppressive, TNF blockers,
and other biologic agents that are immunosuppressive or immunomodulatory

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#vaccination-
people-immunocompromised
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COVID-19 vaccination schedule for people who are moderately or
severely immunocompromised

Plizer- 1¢ 2" dose 3% dose
BioNTech dose (3 weeks {at least 4
(ages 5-11 after 1% weeks after
years) dose) 2 dose)

Note: Timeline is approximate. Intervals of 3 months or fewer are converted into weeks per the formula “1 month = 4 weeks". Intervals of 4 months or more
are converted into calendar months.

*An mRNA COVID-19 vaccine is preferred over the Janssen COVID-19 Vaccine for booster vaccination of people ages 18 years and older. For people ages 12-
17 years, only Pfizer-BioNTech can be used. A booster dose is not authorized for people ages 5-11 years.

Only Pfizer-BioNTech or Moderna COVID-19 Vaccine should be used. See Appendix D for more information on vaccinating people who are moderately or
severely immunocompromised and who received Janssen COVID-19 Vaccine for the primary series.

*People ages 12 years and older may choose to receive a second booster dose using an mRNA COVID-19 vaccine if it has been at least 4 months after the
first booster dose. For people ages 12-17 years, only Pfizer-BioNTech can be used. 39



COVID-19 vaccination schedule for people who are moderately or
severely immunocompromised

[vacone [omonn | imonts ——zmonh— Jomoohamonh__[smoot_[omann_|7mootr o Jomonn |

Pfizer- 1* 2™ dose 3 dose Booster See
BioNTech dose (3 weeks {at beast 4 dose* footnotes
(ages 12 after 1# weeks after {al least
years and dose) 2* dose) 3 months
older) after 3
dose)

Moderna 1+ 2* dose 3 dose Booster See
(ages 18 dose (4 weeks (at least 4 dose* footnoted
years and after 1¢ weeks after (at least
olider) dose) 2™ dose) 3 months

after 3¢

dosa)

Note: Timeline is approximate. Intervals of 3 months or fewer are converted into weeks per the formula “1 month = 4 weeks". Intervals of 4 months or more
are converted into calendar months.

*An mRNA COVID-19 vaccine is preferred over the Janssen COVID-19 Vaccine for booster vaccination of people ages 18 years and older. For people ages 12-
17 years, only Pfizer-BioNTech can be used. A booster dose is not authorized for people ages 5-11 years.

Only Pfizer-BioNTech or Moderna COVID-19 Vaccine should be used. See Appendix D for more information on vaccinating people who are moderately or
severely immunocompromised and who received Janssen COVID-19 Vaccine for the primary series.

*People ages 12 years and older may choose to receive a second booster dose using an mRNA COVID-19 vaccine if it has been at least 4 months after the
first booster dose. For people ages 12-17 years, only Pfizer-BioNTech can be used. 40



COVID-19 vaccination schedule for people who are moderately or
severely immunocompromised

[vacone [omonn | imonts ——zmonh— Jomoohamonh__[smoot_[omann_|7mootr o Jomonn |

Janssen 1% 2 Booster Se
(ages 18 dose {additional) dose” footnote$
years and dose' using (at least
older) an mRNA 2 months

COVID-19 after

vaccine addstional

(atleast 4 dose)

weeks after

1% dose)

Note: Timeline is approximate. Intervals of 3 months or fewer are converted into weeks per the formula “1 month = 4 weeks". Intervals of 4 months or more
are converted into calendar months.

*An mRNA COVID-19 vaccine is preferred over the Janssen COVID-19 Vaccine for booster vaccination of people ages 18 years and older. For people ages 12-
17 years, only Pfizer-BioNTech can be used. A booster dose is not authorized for people ages 5-11 years.

Only Pfizer-BioNTech or Moderna COVID-19 Vaccine should be used. See Appendix D for more information on vaccinating people who are moderately or
severely immunocompromised and who received Janssen COVID-19 Vaccine for the primary series.

*People ages 12 years and older may choose to receive a second booster dose using an mRNA COVID-19 vaccine if it has been at least 4 months after the
first booster dose. For people ages 12-17 years, only Pfizer-BioNTech can be used. 41



COVID-19 vaccination schedule for people who are moderately or
severely immunocompromised

[vaccive [Omonth | 1month ——2month [ 3mosth 4ot [monith _[mont [ 7monn__[men ___[omonn |
Pfizer- ™ 2 dose 3" dose

BioNTech dose (3 weeks (at least 4

(ages 5-11 after 1 weeks after
years) dose) 2 dose)
Plizer- 1 2% dose 3 dose Booster See
BioNTech dose (3 weeks (at least 4 dose* footnote®
{ages 12 after 1# weeks after {at least
years and dose) 2* dose) 3 months
older) after 3*
dose)
Moderna 1+ 2* dose 3 dose Booster See
(ages 18 dose (4 vieeks (at least 4 dose* footnate’
years and after 1¢ weeks after (at least
older) dose) 2 dose) 3 months
after 3
dosa)

Janssen 1% F ol Booster See
(2ges 18 dose {additional) dose* footnotes
years and dose' using (at least
older) an mRNA 2 months

COVID-19 after

vaccine addstional

(atkeast 4 dose)

weeks after

1* dose)

Note: Timeline is approximate. Intervals of 3 months or fewer are converted into weeks per the formula “1 month = 4 weeks". Intervals of 4 months or more
are converted into calendar months.

*An mRNA COVID-19 vaccine is preferred over the Janssen COVID-19 Vaccine for booster vaccination of people ages 18 years and older. For people ages 12-
17 years, only Pfizer-BioNTech can be used. A booster dose is not authorized for people ages 5-11 years.

Only Pfizer-BioNTech or Moderna COVID-19 Vaccine should be used. See Appendix D for more information on vaccinating people who are moderately or
severely immunocompromised and who received Janssen COVID-19 Vaccine for the primary series.

*People ages 12 years and older may choose to receive a second booster dose using an mRNA COVID-19 vaccine if it has been at least 4 months after the
first booster dose. For people ages 12-17 years, only Pfizer-BioNTech can be used. 4?2



COVID-19 vaccination schedule for people who are moderately or
severely immunocompromised

[vaccive [Omonth | 1month ——2month [ 3mosth 4ot [monith _[mont [ 7monn__[men ___[omonn |
Pfizer- ™ 2 dose 3" dose

BioNTech dose (3 weeks (at least 4

(ages 5-11 after 1 weeks after
years) dose) 2 dose)
Plizer- 1 2% dose 3 dose Booster See
BioNTech dose (3 weeks (at least 4 dose* footnote®
{ages 12 after 1# weeks after {at least
years and dose) 2* dose) 3 months
older) after 3*
dose)
Moderna 1+ 2* dose 3 dose Booster See
(ages 18 dose (4 vieeks (at least 4 dose* footnate’
years and after 1¢ weeks after (at least
older) dose) 2 dose) 3 months
after 3
dosa)

Janssen 1% F ol Booster See
(2ges 18 dose {additional) dose* footnotes
years and dose' using (at least
older) an mRNA 2 months

COVID-19 after

vaccine addstional

(atkeast 4 dose)

weeks after

1* dose)

Note: Timeline is approximate. Intervals of 3 months or fewer are converted into weeks per the formula “1 month = 4 weeks". Intervals of 4 months or more
are converted into calendar months.

*An mRNA COVID-19 vaccine is preferred over the Janssen COVID-19 Vaccine for booster vaccination of people ages 18 years and older. For people ages 12-
17 years, only Pfizer-BioNTech can be used. A booster dose is not authorized for people ages 5-11 years.

Only Pfizer-BioNTech or Moderna COVID-19 Vaccine should be used. See Appendix D for more information on vaccinating people who are moderately or
severely immunocompromised and who received Janssen COVID-19 Vaccine for the primary series.

*People ages 12 years and older may choose to receive a second booster dose using an mRNA COVID-19 vaccine if it has been at least 4 months after the
first booster dose. For people ages 12-17 years, only Pfizer-BioNTech can be used. 43



Immunocompromised

= |ndividuals can self-attest.

= Patients do NOT need to provide
documentation.

= Vaccinators should NOT deny COVID-19
vaccination to a person due to lack of
documentation.

= People who are moderately or severely
immunocompromised can discuss questions
with their healthcare provider about whether
this scheduleis appropriate for them.

= CDC offers a prevaccination checklist, where
people can checkif they are considered

moderately or severely immunocompromised.

https://Www.cdc.gov/vaccines/covid—19/down|oads/pre-vaccination-screening—form.ggj

People Who Are Moderately or Severely

Prevaccination Checklist
for COVID-19 Vaccination

For vaccine recipients: Name
The following questions will help us determine if there is any reason you should
not get the COVID-19 vaccine today. If you answer “yes™ to any guestion,

it does not necessarily mean you should not be vaccinated. It just means
additional questions may be asked. If a question is not clear, please ask your
healthcare provider to explain it.

Age

Yes

1. Are you feeling sick today?

O O

2. Have you ever received a dose of COVID-19 vaccine?
= If yes, which vaccine product(s) did you receive?

O Pfizer-BioNTech [0 Moderna O Janssen O Another Product
(Johnson & Johnson)

» How many doses of COVID-19 vaccine have you received?
= Did you bring your vaccination record card or other documentation?

3. Do you have a health condition or are you undergoing treatment that makes you mnderalely

or severely mmunommpromsed]’ (This would include treatment for cancer or HIV, receipt of orga nt,
herapy or high-dose corti icks, CAR-T-cell therapy, hematapoietic cell tra spfani'{HCl’LDchrge syndrome
orWishott Akdrich syndvome)

4. Have you received hematopoietic cell transplant (HCT) or CAR-T-cell therapies since receiving
COVID-19 vaccine? —

5. Have you ever had an allenglc reacuon to:
(This would include a ion fe.g.. hylawis] that required treatment with epinephrine or Epifen*® ar that caused you
fo 0o to the hosoital. it would a Jsamcmdem alleraic reaction that coused hives swellina. or respiratory distress. including wheezina.)

= Acomponent of a COVID-19 vaccine, including either of the following:
@ Polyethylene glycol (PEG), which is found in some medications, such as laxatives and preparations for
colonoscopy procedures

© Polysorbate, which is found in some vaccines, film coated tablets, and intravenous steroids

= A previous dose of COVID-19 vaccine

6. Have you ever had an allergic reaction to another vaccine (other than COVID-19 vaccine)
or an injectable med\catlon?

Don't
No know

0o
0o

OO0 O
00O

[

(This would inclede a il reaction fe.g. is] that required treatment with ey pm ephrine or Ep‘P? urr?mrmmzdynu
to go to the hospital, It would also include an allergic reaction that o »-* hives, swelling, or respiratory distress, inc g 3.
7. Check all that apply to you:
O Am a female between ages 18 and 49 years old O Have a bleeding disorder
O Am a male between ages 12 and 29 years old O 1ake a blood thinner
O Have a history of myocarditis or pericarditis O Have a history of heparin-induced thrombocytopenia (HIT)
O Have been treated with monoclonal antibodies or convalescent O Am currently pregnant or breastfeeding

T TR R LA [ Have received dermal fillers

a Diagnosed with Multisystem Inflammatory Syndrome (MIS-C or

MIS-A) after a COVID-19 infection O Have a history of Guillain-Barré Syndrome (GBS)

Form reviewed by Date
Adapted with appreciation from the Immunization Action Coalition (IAC) screening checklists



https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form.pdf

o g0 . Appendix B. Guidance for People who are Moderately or
Ad d |t iIONa I G ul d dance fO r Severely Immunocompromised and Vaccinated with
Janssen COVID-19 Vaccine

People Who are

Vaccination
History And Then Next Dose Due
M O e ra te y O r S e ve re y 1 dose The dose was Janssen COVID-19 Administer a second dose (an Administer a booster dose at
Vaccine additional mRNA vaccine) at least 28  least 2 months after the 2nd
P days after the 1st dose. dose.*
Immunocompromised
* Moderna 0.5mL * Moderna 0.25mL, or

* Janssen: 0.5mL (mMRNA
is preferred over

Janssen)
2 doses Both doses are Janssen COVID-19 Administer a third dose (additional Vaccination series complete;
Vaccine MRMNA vaccine) at least 2 months no additional vaccinations
after the 2nd dose. needed.

* Pfizer:0.3mL, or

* Moderna 0.5mL

1 dose of Janssen COVID-19 Vaccine  Administer a third dose (additional Vaccination series complete;

and MRMNA vaccine) at least 2 months no additional vaccinations
1 dose of an mRNA COVID-19 after the 2nd dose. needed.
Vaccine (given as booster dose, i.e., * Pfizer: 0.3mL, or

Pfizer 0.3mL or Moderna 0.25mL)" e Moderna 0.5mL

1 dose of Janssen COVID-19 Vaccine  Administer a booster dose of any Vaccination series complete;
and COVID-18 vaccine 2 months after the  no additional vaccinations

1 dose of an mRNA COVID-19 2nd dose. needed.

Vaccine (given as additional dose, * Pfizer: 0.3mL, or

i.e., Pfizer 0.3mL or Moderna « Moderna 0.25mL or

0.5mLy

* Janssen: 0.5mL(mRNA is
preferred over Janssen)

*mMRNA vaccines are preferred.
“When reviewing vaccination history, doses of the Maoderna COVID-19 Vaccine received prior to
February 7, 2022 should be considered to have been the booster dosage (0.25 mL; 50 mcg).

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#appendix-d 45
.




I HCT and CAR-T-cell Recipients

= HCT and CAR-T-cell recipients who received doses of COVID-19
vaccine prior to or during treatment with an HCT or CAR-T-cell

therapy should be revaccinated with a primary vaccine series

— Preferably with an mRNA vaccine regardless of vaccine issued for initial primary
vaccination)

— At least 3 months (12 weeks) after transplant or CAR-T-cell therapy
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I Case-by-Case Decision Making Based on Clinical
Judgement

= On a case-by-case basis, providers who care for moderately or severely
immunocompromised patients may administer mRNA COVID-19 vaccines
outside of the FDA and CDC dosing intervals based on clinical judgement
when the benefits of a different vaccination schedule or dosage are deemed
to outweigh the potential and unknown risks.
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I Updated Guidance on Passive Antibody Products

= Updated guidance
— No recommended deferral period

— However, tixagevimab/cilgavimab (EVUSHELD™) should be deferred
for at least two weeks after vaccination

= Previous guidance was to defer COVID-19 vaccination for
— 30 days if product used for post exposure prophylaxis
— 90 days if product used for treatment
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Contraindications and precautions

CDC considers COVID-189 vaccination to be contraindicated, not recommended, or a precaution in the following situations:
Table 4. Contraindications and precautions to COVID-19 vaccination
Contraindication, not

recommended, or
Medical condition or history precaution Recommended action(s)

History of a severe allergic reaction {e.g., anaphylaxis) after @ previous dose or  Contraindication Do not vaccinate with the same type of
to a component of the COVID-19 vaccine COVID-19 vaccine (i.e.. mRNA or Janssen

COVID-19 Vaccine).

History of a known diagnesed allergy to a component of the COVID-1% vaccine  Contraindication eE=lppencisBiogacon=lanrl=ddiaapat

[ ] [ ]
I n O m a t I O n O n inxarma:icr.
l For the Janssen COVID-19 Vacelne, TTS following receipt of a previous Janssen  Contraindication Do not vaccinate with Janssen COVID-19

COWVID-19 Vaccine {or other COVID-15 vaccines not currently authorized in the Vaccine.

United States that are based on adenovirus vectors, e g, AstraZeneca, - - -
£ L See Safety considerations for Janszen COVID-

[ ] [ ] [}
19 Vaccine for additional information on
wvaccinating this group with an mRMNA COVID-

19 vaccine.
[ J For the Janssen COVID-19 Vaccine, history of an episode of immune-medisted  Not recommended Do not vaccinate with Janssen COVID-19
syndrome characterized by thrombosiz and thrombocytepenia. such as Vaccine. These people should receive an
u I spontaneous or classic heparin-induced thrombocytopenia (HIT) mARMA COVID-15 vaccine.
For the Janssen COVID-19 Vacelne, Guillain-Earré syndrame (GBS) within & Mot recommended Do not vaccinate with Janssen COVID-19
weeks after receipt of Janssen COVID-18 Vaccine Waccine. These people should receive an
to ‘ OVI D 1 9 mRNA COVID-19 vaccine.
-
History of an immediate allergic reaction to any vaccine other than COVID-19 Precaution The benefit of vaccination autweighs the risks
waccine or to any injectable therapy (i.e., intramuscular. intravenous, or for most pecple.

subcutaneous vaccines or therapies [excluding subcutaneous immunothers) - - - -
pies [ £ Ry See Appendix E for actions and additional

[ ] [ ]
va c c I n a t I o n L " ’
information.
People with a history of a non-severe, immediate [onzet less than 4 hours) Precaution

allergic reaction after a dose of one type of COVID-19 vaccine (i.e., mRMNA or
Janszen] have a precaution to the samea type of COVID-19 vaccine

People with an allergy-related contraindication to one type of COVID-19 Precaution
vaccine have a precaution to the other type of COVID-19 vaccine (e.z.. people
with a contraindication to an mRMNA COVID-19 vaccine have a precaution to

Janzzen COVID-19 vaccine and vice verza).

Moderate er severe acute illness, with or without fever Precaution Defer vaccination until the illnezs has
improved.

History of MIZ-C or MIS-A Precaution See COVID-13 vaccination and SARS-CoV
infe n incuding MIS-C snd MIS-A

For mRMA COVID-19 vaccines, history of myocarditis ar pericarditis after a Precaution A subsequent dose of any COVID-19 vaccine

dose of an mRMNA COVID-19 vaccine should generally be avoided.

See Safety considerations for mRNA COVID-
18 vaccines: Plizer-BioNTech and Moderna
for additional considerations.

https//WWWCdcgov/vaCC|nes/COV|d-19/c||n|ca|_con5|de rations/interim_ For Janssen COVID-19 Vaccine, s hiszory of GBS Precaution See Ssfety considerstions for Janssen COVID-
. . . . . 19 vaccine and Special situations and
considerations-us.html#contraindications ocpulations for saditions! infarmatian.
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|8 b | @ Centers for Disease Control and Prevention

Vaccines & Immunizations

ﬁ Vaccines and Immunizations

. ) . Home COVID-19 Vaccination
Learn more with CDC’s COVID-19 vaccine tools and o

resources. Find information for COVID-19 vaccination Vaccine

Find information for COVID-19 vaccination
For Pregnant Women administration, storage and handing, reporting, and

administration, storage, reporting, patient education,

For Healthcare Professionals
Pfizer-BioNTech Vaccine Information
an d more. I COVID-19 Vaccination

Training and Education Resources

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

EUAs

A-Z Index

CDC 24/7: Saving Lives, Profecting People™ Search Vaccinessite~ | Q

Advanced Search

CDC Resources p—

COVID-19 Vaccine

Communicating with
20 E

www.cdc.gov/vaccines/covid-19/hcp/index.html

” Materials Vaccination
m.%

Healthcare infection prevention and control ——

(| COVID-19 Vaccination Provider ];[ COVID-19 Vaccine Webinar Series

recommendations after COVID-19 vaccination: 000 Training
www.cdc.gov/coronavirus/2019-ncov/hcp/infection-

. . Strategies for Sharps Disposal NS Safe and Proper Sharps Disposal During
COhtrOl—after—vaCC| natlon.html y Container Use During Supply Shortages the COVID-19 Mass Vaccination
Campaign

OD Educating Vaccine Recipients
YY)

Training Programs and Reference @ Training Modules For COVID-19 § \l‘;ﬂalzz:ecsowws

>( Pharmacy Partnership
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COVID-19
Vaccination
Provider
Trainings

How to
prepare
vaccines

Vaccine
administration

Vaccine
storage and
handling

Vaccine
documentation

Vaccine
safety and
monitoring

Preventing
vaccine
administration
2rrors

Program
requirements

Importance:
Why is this necessary?

Vaccines need to be
prepared correctly to
ensure patient safety.

Resource

e L T

@ a

. ]
- Frepate dhs Viccire

.l.ill' 'h

COVID- 10 Waceine Tes '|||'||||g Pelcafiidics

= Vaccine Training Modules

oy i B

v

All COVID-19 vaccines
must be given
appropriately by
intramuscular injection.

Poquring lbe Ve

= Yaccine Training Modules

« You Call the Shots! Vaccine i : 9

Without proper storage
and handling, vaccines
may not be as effective.

= Vaccine Storage and Handling

‘M.i'l

Reliable medical records
and immunization
information are critical
for patient treatment

and required as part

of the COVID-19
Vaccination Program.

= COVID-19Vaccination
Data Systems

Accurate reporting of
adverse events means
faster detection of safety
problems.

= VAFRS

Variation from vaccine
storage, preparation, and
administration guidance
can result in inadeguate
protection and jeopardize
patient safety.

= Preventing Vaccine Administration
Errors: A Primer for Healthcare
Workers webinar

= Vaccine Administration: Preventing

Vs i Ak stigtion B

The COVID-19 Vaccination
Program has specific
requirements that all
vaccination providers
must comply with.

COC COVTD-19 Vaccination Program Provider
= COVID-19 Vaccination Beguirenitis-Ehd Soppait

Prograrm Provider Bequirements

Additional information about training and education for clinicians can be found at: )
Specific COVID-19 vaccine product information is available on this webpage htn:us " -.-W.'w.cu:lc qu:uvﬁ.-'accmes foovid-19/info-biy- pr-::u:l uct/index htmil
Clinical care considerations are posted here:

i

3
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Looking Ahead

COVID-19 vaccine implementation efforts are focused on:

t &8 K

Continued Continued vaccine Expanding Combating
surveillance of effectiveness vaccine-eligible vaccine hesitancy
variant viruses studies populations

To prepare and adapt with To understand how the To vaccinate groups like And offering vaccines to
avaccine response vaccines are working young children groups that declined
initially

£)é

Continuing focus
on vaccine equity

To include
disproportionately
affected communities
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For more information, contact CDC

1-800-CDC-INFO (232-4636) T h a n k yo u

TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusionsin thisreport are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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