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After a period of decline, COVID-19 cases rising again
Majority of cases due to Delta variant
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Over two-thirds of U.S. adults have received at least one
COVID-19 vaccine dose

Coverage varies by

COVID-19 vaccination coverage
among persons aged 218 years

At least one dose

Fully vaccinated
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Low COVID-19 vaccination coverage puts individuals and
communities at risk

COVID-19 Reported Cases per 100,000 Population (last 7 days) and % of Total Population Fully Vaccinated

Source: Data reported to CDC by State/Territorial Jurisdictions/Select Federal Entities (Data for 11 July 2021 as of 13 July 2021)
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MRNA vaccines account for majority of doses
administered in the United States

Janssen accounts for 4% of total doses administered
(8% of fully vaccinated)

Pfizer-BioNTech
188,601,917

Moderna
137,121,107

Vaccine type

Janssen
13,092,976
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Willingness to receive Janssen vaccine remains lower
since the April pause

Willingness to get each vaccine, daily trend
(rolling three-day averages)
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Janssen vaccine: Patient choice, access, and vaccine equity
Findings from survey of jurisdictions — July 16, 2021

Most vaccination sites offer Most jurisdictions report Janssen vaccine used in a variety of
more than one type of vaccine populations and settings
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Responding to question: Do most of the vaccinations sites in populations populations experiencing providers students

your jurisdiction offer more than one type (Pfizer, Moderna,

. homelessness
Janssen) of COVID vaccine?

Responding to question: Which populations or settings in your jurisdiction are utilizing the Janssen vaccine?
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Benefits of COVID-19 vaccines are unequivocal

= All COVID-19 vaccines currently authorized in the United States are effective against
COVID-19, including serious outcomes like severe disease, hospitalization, and death

= Available evidence suggests that currently authorized vaccines offer protection
against known circulating variants, including the Delta variant

= A growing body of evidence indicates that people fully vaccinated with an mRNA
vaccine are less likely to have asymptomatic infection or to transmit SARS-CoV-2 to
others

https://www.cdc.gov/coronavirus/2019-ncov/science/science-briefs/fully-vaccinated-people.html

Nasreen S, et al. "Effectiveness of COVID-19 vaccines against variants of concern, Canada." medRxiv (2021).

Stowe J, et al. "Effectiveness of COVID-19 vaccines against hospital admission with the Delta (B.1.617.2) variant.” Public Health England. 2021.
Sheikh A, et al. "SARS-CoV-2 Delta VOC in Scotland: demographics, risk of hospital admission, and vaccine effectiveness." The Lancet (2021).
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Rare serious adverse events have been reported after
COVID-19 vaccination

Janssen MRNA

Thrombosis with Guillain-Barré

thrombocytopenia syndrome (GBS)
syndrome (TTS)

Myocarditis




Benefits of COVID-19 vaccination continue to outweigh risks

For every million doses of vaccine given with U.S. exposure risk and hospitalization rates from June 19, 2021

Janssen COVID-19 vaccine mMmRNA COVID-19 vaccine

Preven.ted. CO.VID-19 GBS TS Preven.ted. COYID-19 Myocarditis
Age hospitalizations/ Cases Cases hospitalizations/ Cases
ICU admissions/deaths ICU admissions/deaths
FEMALES
18-29 years 700 50 5 1 4-5 750 50 5 3-4
30-49 years 900 140 20 6-7 8-10 950 140 20 1-2
50-64 years 1600 | 350 120 /-8 3-4 1,700 | 375 125 1
65+ years 5,900 | 1250 840 8-10 0 6,200 | 1300 900 <1
MALES
18-29 years 300 60 3 2 2-3 300 60 3 22-27
30-49 years 650 150 25 7-8 1-2 700 160 25 5-6
50-64 years 1,800 | 480 140 14-17 1-2 1,900 | 500 150 1
65+ years 11,800 3300 | 2300 /-8 0 12,500 | 3500 2400 <1




Work Group interpretation
Benefits and risks of COVID-19 vaccination

= Vaccination continues to be critical during this period of rapidly increasing cases and
spread of variants of concern

* The reported adverse events (TTS, GBS, and myocarditis) are potentially serious and
should be transparently communicated with the public

= Even with new GBS safety signal, benefits of Janssen vaccination continue to
outweigh risks




I Work Group interpretation

Additional considerations for use of Janssen COVID-19 Vaccine

" |n addition to benefit-risk profile, the Work Group discussed:
— Importance of patient choice in vaccine product
— Access to vaccines for disproportionately affected populations

— Confidence in patients and providers to understand benefits and risks of
vaccines and make informed decisions

— Need for communication and educational materials

— Implications of any change in vaccine recommendations on global vaccine
confidence and use




I Work Group interpretation

Use of Janssen COVID-19 Vaccine after reports of GBS in vaccine recipients

= Work Group reaffirms that all eligible persons should receive a COVID-19 vaccine

= Patients and providers should be aware of both the benefits and risks of COVID-19
vaccination when choosing a vaccine product

= Work Group members expressed strong support for continued use of Janssen
vaccine according to the current recommendations




Updates to CDC Clinical —
Interim Clinical Considerations for Use of COVID-19
: - Vaccines Currentlv Authorized in the United States
Considerations v

Interim considerations: prepaning for the potential management of snaphydaeds after COVID-19 vaccination

Reference Materials Get Email Updates

= Persons with a prior history of GBS:

Surnmary Decurmnent for Interim Clinica] Considerations 1 Tao receive email updates sbout
. thiz page, erter your ema

- - R— - address:

Surnmary Documert for Interim Clinical Considerations poster I

ddress

— Can receive any of the authorized vaccines

COVID-19 Vaccine Administration Errars and Devistions B

— Given possible association between Janssen
VaCCine and GBS’ patients With a history Of Surmnrary of recent changes (last updated July 16, 2021):

= |Jpdsted considerations regarding mRMA vaccine dosing intervals

° ° ° ° = Updated considerations for immunocompromisad people.
GBS and their clinical team should discuss

° ege ° :CII.:':r'ID-’EI _\-'f'lc-:iral:ie'l'u iz rf:-:l"‘ﬁ"‘“&r-:?: f:'ZII'EN'E":r‘GI'E 12 years and oider faor the Ffwel':ﬂ::r' of ::ll'-:i"E\"!'L.S ::I.isease 2019
t h e ava I I a b I I Ity Of m R N A va CCI n e s to Offe r i:::nDr:j.:;ra[I;isﬁJfr;’?:tj;:;:e Advizory Committes on Immunization Practices (ACIP) has issued interim

= Pfizer-BioMTech COVID-18 vaccine (in persons ages 12-15 years and ages 216 years)

p rote Ct i 0 n a ga i n St COVI D- 1 9 * IModerns COVID-15 vacdine (in perzons sges 2715 years)

= |ans=sen (Johnson & johnson) COVID-19 wacdine (in persons ages 2138 years)

Thess dinical considerations provide additional infarmation b healthcare professionals and public hesith officials an
use of COVD-19 waccines.

The Advisory Committes on Immunization Practices’ (ACIP) update on the use of mAkA COVID-19 vaccines after FEpOIts

= |Information on signs and symptoms of GBS e o ke v s

On June 23, 2021, ACIP met to review reported cases of myocarditis or pericarditis in mENA COVID-19 vaccine (Pfizer-
BioMTech and Moderna) recipisnts. Cases of myocardits or pericarditis have ocoourred predominantly in males aged 12-
29 years, with sympioms typically developing within a few days after recsipt of the sacond dose of vaodne.

ACIP reniewed the benefits and risks of mRMA COVID-19 vaccines in the United States and determined that the benefits
of using mRMA COVID-19 waccines under the Food and Drug Administration’s (FDA) Emergency Use Authorization (ELIA)
dearly outaeigh the risks of myacarditis and pericarditiz im 2ll people aged 12 years or older. The FDA updated the ELA
Fact Sheet fior Healthcare Providers Administering Yaodine (Vacdnation Providers) and the Fact Sheet for Recipients and
Caregjvers for Pfizer-BioNTech COMD-19 waccine 1 and Moderna COMD-19 vaccine % to indude information about
the ocourrence of myccarditis or pericarditis in some people following uss of the vaccine. Based on the benefit-risk
assessment. COVID-19 waodinstion continues to be recommended for evervone aged 12 years and older under the
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Updates will be posted at: https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
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Updates to additional
clinical resources

Prevaccination Checklist
for COVID-19 Vaccines

Far vaccine recinients:

Janssen COVID-19 Vaccine

(Johnson & Johnson)

Standing Orders for Administering Vaccine
to Persons 18 Years of Age and Older

Note: For mare information/gquidance, please contact

the immunization program at your state or local health
department or the appropriate state body (e.g., state board
of medical/mursing/pharmacy practice).

Purpose

To reduce morbidity and mortality from coronavirus disease
2019 (COVID-19) by vaccinating perscns who meet the criteria
established by the Centers for Disease Contral and Prevention's
Advisory Committee on Immunization Practices (ACIF).

Policy
‘Where authorized under state law, standing orders enable eligible
nurses and other healthcare professionals (e.g., phanmacists) to assess
and vaccinate persons who meet the criteria in the "Procedure”
section bebow without the need for clinidan examination or direct
order from the attending provider at the time of the interaction.

Procedure

Aszess persons 18 years of age and older for vaccination with
Janssen COVID-19Vaccine based on the following criteria:

Women aged 18-49 years: Inform women of the increased risk of
thrombasis with thrombocytopenia syndrome [TTS) in their age
group and about the availability of other authorized vaccines
li.e, mRMA vaccines).*

Offer another FDA-authorized COVID-19 vaccine (i.e, mRNA

wvaccing) to persons with a history of an episode of an immumne-

mediated syndrome characterized by thrombosis and

mmntﬂ:yhopena {e.g. heparin-induced thrombocytopenia) if it has

been 1ys oF less since their 1 After 90 days, patients

may be vaccinated with any FDW-authorized COVID-19 vaccine *
MNote: Persons at risk for or with a history of other thrombasis
not associated with thrombocytopenia can receive any FOA-
authorized vaccine.

Has not completed a COVID-19 vaccination series,
regardless of brand.
The Jamssen COVID-19 Vacdine requires 1 dose.
No additional doses are needed.

If the recipient has received 1 previous dose of an mRNA
vaccine, the same brand should be ini; d for the

For people who received a COVID-19 vaccine that is not currently
autharized in the United States, guidance can be found at: hitpsy/
wwnw.cde gov/vaccines/covid-1%/info-by-product/clinical-

< ions html#not-authorized-vaccines

Janssen COVID-19Vaccine may be coadministered with other
wvaccines - on the same day, as well as within 14 days of each other.”
Defer vaccination with Janssen COVID-19 Vaccine for at least 90 days
for persons who received passive antibody therapy (monoclonal
antibodies or convalescent plasma) as part of COVID-19 treatment.

Screen for contraindications and precautions.

Contraindications

Severe allergic reaction (e.g. anaphylaxis) to a component of

Janssen COVID-19 Vaccine

Immediate allergic reaction’ of any severity or known (diagnosed)

allergy to a component of the vaccine (see Table 1 in this

document for a list of ingredients in COVID-19 vaccines)
Note: Persons who have a contraindication to Janssen COVID-19Vacdine
may be able to receive an mRNA COVID-19 vaccine (see footnote).*

Precautions

Most people determined to have a precaution to a
COVID-19 vaccine at their appointment can and should be
administered vaccine.
History of an immediate allergic reaction’ of any severity to
any other vaccine or injectable therapy (iLe., intramuscular,
intravenous, or subcutaneous vaccines or therapies)
This includes persons with a reaction to a vaccine or
injectable therapy that contains multiple components,
one of which is polysorbate or another vaccine
component, but for whom it is unknown which
component elicited the immediate allergic reaction.
People with a contraindication to an mRNA COVID-19
vaccine have a precaution to the Janssen COVID-19 Vaccine
(see footnote).*

Moderate to severe acute illness

Cporarins 3019 noouaccings!

it/ A paneim]

i k allergi

the patient

second dose.

In situations where the first dose of an mRNA COVID-19 vaccine
was received but the patient is unable to complete the series
with either the same or different mRNA COVID-19 vaccine

(e.g., due to contraindication) consideration may be given to

from the Clini ol iveraurniZatios CONIDgs Pegiect, Vaccination
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vaccination with the Janssen COVID-19Vaccine at a
interval of 28 days from the mRMA COVID-19 vaccine dose.

However, vaccination should be done in an appmpnate semng
under the supervision of a healthcare provider
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consider whather the panient s betind e

in the management of severe allergic reactions. Conslder
referral to an allergist-immunologist. See footnote for further
infarmation on administering Janssen COVID-19Vaccine to
persons with a contraindication to mRNA COVID-19 vaccines
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Updates will be posted at: https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html
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Planned CDC communication
materials

= Updated materials for providers on talking to
patients about Janssen vaccine safety

= Updated frequently asked questions

Centers for Dissase Cantrol and Frevention - T
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A COVID-19 Vaccination

Janssen COVID-19 Vaccine (Johnson & Johnson)
Questions

Below re answers to cammianty asked clirical questions about Janssen COVID-13 Vaccine, Gat answers 12 ather frequently
asked questions:

I Product info by U.S. Vaccine

18] Vaczine General COVID-19 Vaccine Moderna COVID-19 Vaccine Pfirer-BioNTech COVID-19
FAQs EAQs Vaccine FAQs

‘Questions about janczan COVID-19
Wacrine

rage and Handiing

Talking to Patients —

about Safety of the Janssen COVID-19 Vaccine ey v Eficacy

Effective April 23, 2021, (DC and FDA recommend use of the Janssen (OVID-19 Vaccine (Johnson & Johnson) resume in the United States.

The available data show that the vaccine’s known and p ial benefits
You can offer the Janssen COVID-19 Vaccine to people 18 years and older who want to get vaccinated against COVID-19.

As a cliniclan, your
answers to patlent
questions matter.
Your strong
recommendation
can help them
make an informed
decision and feel
confident about
getting vaccinated
against COVID-19.

=

If your patient has questions about the safety of the
Vaccine:

Janssen COVID-19 il .

igh its known and p ial risks.

use to conclude that, following a pause, .
rs and older outweighed the risks?

wp Discuss the possibility of a rare but increased risk of
blood clots with low platelets seen after receipt of the

Janssen COVID-19 Vaccine. *

wp Todate, most of these reports have been in adult women *

younger than 50 years old, but there have been reports in = v .

men ﬂ“d ﬂldﬁl women. fa COMID-19 Vaccine in Europe? +

= The reporting rate for this event in women 18 to 49 years old is o e COVD-18 encivetien? .
about 7 per 1 million women vaccinated, so this event is rare.

» _".E ‘ng mmmmenmmmam ddEI am he Janssen COVID-19 Vaccine or for +

men is less than 1 per 1 million people vaccinated. et the janssen CovD-19vaceine? .

o they need to use a different type of +

COVID-19 vaccine? +

» Explain that there are other COVID-19 vaccine options
available for which this specific risk has not been seen.
» Consider and discuss if the patient will be able and willing
to complete a two-dose mRNA vaccine series. Jaregivers printed. Do we need to provide
)tovaccine recipients? Or can we use a

» (DCand FDA will continue to monitor the safety of all ?
COVID-19 vaccines.

v patients who want a different COMID-19.

ressen COVID-19 Vaccine? +

If they have questions, you can send them to:
hittps:/fwww.cdc.gov/coronavirus/2019-ncov/vacdines/safety/)JU pdate. itml

cdc.gov/coronavirus
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Discussion

= What is the ACIP’s interpretation of the benefits and risks of COVID-19 vaccines?

= Does ACIP agree with the Work Group’s interpretation that Janssen COVID-19
Vaccine should continue to be used according to the current recommendations?
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