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Presentation Overview

* Monitoring the safety of COVID-19 vaccines in U.S.

* Reasons for pausing J&J vaccine administration

* Emergency ACIP meeting on 4/23/2021

 How J&J vaccine fits into the overall COVID-19 vaccine

landscape
* Vaccine confidence
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Monitoring the safety of
COVID-19 vaccines in the U.S.



VAERS is the nation’s early warning system for vaccine safety

L
VAERS

Vaccine Adverse Event
Reporting System

co-managed by
CDC and FDA

http://vaers.hhs.gov

ACIP meeting, Jan 27, 2021

VAEm Vaccine Adverse Event Reporting System
www.vaers.hhs.gov
About VAERS Report an Adverse Event VAERS Data v Submit Follow-Up Information

Have you had a reaction following a vaccination?

1. Contact your healthcare provider.
2. Report an Adverse Event using the VAERS online form or the
new downloadable PDF. New!

Important: If you are experiencing a medical emergency, seek

i froma provider or call 9-1-1
CDC and FDA do not provide individual medical treatment,
advice, or diagnosis. If you need individual medical or health care
advice, consult a qualified healthcare provider.

#Ha tenido una reaccion después de recibir una vacuna?

1. Contacte a su proveedor de salud.

2. Reporte una reaccion adversa utilizando el formulario de
VAERS en linea o la nueva version PDF descargable. Nuevo! What is VAERS?

—

SEARCH VAERS DATA REVIEW RESOURCES SUBMIT FOLLOW-UP INFORMATION

Download VAERS Data and search
the CDC WONDER database
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. ) = clinical consult services'
/ participating medical

research centers with = clinical research
vaccine safety experts

*More information about clinical consults available at
http://www.cdc.gov/vaccinesafety/Activities/CISA.html
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v-safe

after vaccination
health checker

Use your smartphone
to tell CDC about
any side effects after
getting the COVID-19
vaccine. You’'ll also get
reminders if you need a
second vaccine dose.

>
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COVID-19 Vaccine Safety Technical Subgroup (VaST)

V-SAFE

Meets every week
since Dec 2020
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3 reasons for pausing J&J vaccine



Reason #1 for pause of J&J vaccine

» Safety signal in VAERS
— Six (6) cases in U.S. reported of
rare and severe blood clot |
* Cerebral venous sinus |
thrombosis (CVST)
— Recipients: female, 18-48 years |
of age
— Onset: 6-13 days following J&J
vaccine
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Reason #2 for pause of J&J vaccine

 Probable causal link that adenovirus vectored vaccines were

causing rare clotting in Europe (publications 4/9/2021)

The NEW ENGLAND JOURNAL o f MEDICINE

¢e NEW E

NGLAND JOURNAL of MEDICINE

BRIEF REPORT

ORIGINAL ARTICLE

Thrombosis and Thrombocytopenia
after ChAdOx1 nCoV-19 Vaccination

Thrombotic Thrombocytopenia
after ChAdOx1 nCov-19 Vaccination

Adenovirus Vector

J&J (United States)
AstraZeneca (Europe)
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Reason #3 for pause of J&J vaccine

* Increase awareness of this unusual syndrome of clots
— What should providers, public health, and general public look
out for...

Cases of Cerebral Venous Sinus Thrombosis with
Thrombocytopenia after Receipt of the Johnson &
Johnson COVID-19 Vaccine

This is an official

m VAL (14

HEALTH ALERT

Distributed via the CDC Health Alert Network
April 13,2021, 1:00 PM ET

CDCHAN-00442

12 https://emergency.cdc.gov/han/2021/han00442.asp
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https://emergency.cdc.gov/han/2021/han00442.asp

ACIP emergency meeting: 4/23/2021
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Potential Harms of the Janssen COVID-19 vaccine

= 7.98 million vaccine doses administered*and 15 confirmed TTS cases as of April 21, 2021
— Additional potential TTS cases under review, including potential male cases

Females Males
Age group Cases | Doses admin | Reporting rate' | Cases* | Doses admin | Reporting rate'
18-49 years old 13 1,866,294 7.0 per million 0 1,977,330 0 per million
50+ years old 2 2,125,239 0.9 per million 0 2,010,144 0 per million

* Source of doses administered: https://covid.cdc.gov/covid-data-tracker/#vaccinations; Some age-and sex-specific doses administered data were imputed
* Reporting rate = TTS cases per 1 million Janssen COVID-19 vaccine doses administered
* One TTS case occurred in the Phase 3 trial in a male aged 18-49 years.
Acronyms: Thrombosis with Thrombocytopenia Syndrome (TTS)

14

ACIP meeting, April 23, 2021



What happens if we restrict J&J vaccination?

e Restricting from adults 18-50 years of age
—In 6 montbhs:
* 1300-3500 excess hospitalizations

* 50-250 excess deaths
e 2 cases of clotting

R

15 MacNeil JR et al. MMWR, April 27, 2021



MRNA vaccines (Pfizer, Moderna)

“Currently, there is a lack of evidence of an
association between mRNA COVID-19 vaccines
and CVST with thrombocytopenia”

Tom Shimabukuro, MD, MPH, MBA
CDC COVID-19 Vaccine Task Force
ACIP meeting, 4/23/2021

16 ACIP meeting, April 23, 2021
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Policy Options for Janssen Policy Recommendations

Do not recommend use
of Janssen vaccine

Recommend use of Janssen
vaccine in all adults
>18 years of age

Recommend use of
Janssen/J&J COVID-19
vaccine in some
populations

ACIP meeting, April 23, 2021 g)
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Policy Options for Janssen Policy Recommendations

Recommend against use for all persons

Reaffirm recommendations for all age and sex

— FDA to include warning statement with EUA
Recommend vaccination only for adults 250 years of age

Reaffirm recommendations for use; women aged <50 years should be aware
of the increased risk of TTS, and may choose another COVID-19 vaccine
(i.e. mRNA vaccines)

ACIP meeting, April 23, 2021 g_)

OHSU
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Policy Options for Janssen Policy Recommendations

* Reaffirm recommendations for all age and sex 12 Kles
0
— FDA to include warning statement with EUA 1 Abstain

R
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How J&J fits in the COVID-19 vaccine
landscape
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Benefits of J&J vaccine

* Single-dose
e Stable in refrigerator temperatures
e Easier to reach populations
— COVID-19 disease has disproportionate
impact -and/or-
— Difficult to return for 2" dose

OHSU



Q: Which, if any, populations would be disproportionally impacted if Janssen vaccine
was no longer recommended or recommended for only a subset of the population?

Experiencing homelessness 40%
Homebound populations
Incarcerated individuals
Migrant/Seasonal populations
Those at higher risk to COVID-19
Rural populations

Racial and Ethnic Minorities
College students

LTCFs

I T T T 1

0 10 20 30 40
ACIP meeting, April 23, 2021

Share of jurisdictions surveyed

22 Jurisdictional survey on impacts of Janssen pause, April 18th- 215t, 2021 (n=53)



23

Vaccine confidence
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Decision-making around vaccinations

CDC, April 5, 2021

“Many factors influence vaccine decision-making,
including cultural, social, and political factors;
individual and group factors; and vaccine-specific
factors.”

https://www.cdc.gov/vaccines/covid-19/vaccinate-with-confidence.html

R


https://www.cdc.gov/vaccines/covid-19/vaccinate-with-confidence.html

T —— Of persons who are willing to be vaccinated:

(rolling three-day averages) . . . .
Vaccine confidence in mRNA vaccines

has not declined with J&J vaccine pause

)l

56%
Moderna
19%
Janssen
25 *#Outbreaks Near Me /é m ACIP meeting’ Aprll 23’ 2021




Building trust in 3 areas

The vaccine itself

The providers who give the vaccines

The process that leads to vaccine development,
review, manufacturing, and recommendations

& Vaccinate with Confidence

Strategy to Reinforce Confidence in Covid-19 Vaccines

https://www.cdc.gov/vaccines/covid-19/vaccinate-with-confidence.html g)
OHSU



https://www.cdc.gov/vaccines/covid-19/vaccinate-with-confidence.html

Building confidence

* Vaccines are tested thoroughly

* Vaccine safety is actively monitored

* Concerns around vaccines are varied

 The most important resource for vaccine
decision-making is an informed, caring, and
concerned provider

Edwards KM, Hackell JM, et al. Countering Vaccine Hesitancy. Clinical Report, American Academy %}
27 of Pediatrics, 2016.
OHSU
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Summation
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Take-home points

Monitoring for vaccine safety in U.S. is working
— Detection of 6 cases in >7 million doses of J&J
vaccine

— Transparent discussion of risk/benefit from ACIP
J&J vaccine has clear benefits and belongs in the COVID-

19 vaccine landscape
COVID-19 vaccinations is a safe and effective
intervention in an ongoing pandemic %)
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Extra slides
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VAERS — more data 1s

needed for causality

Vaccinated without side effects

Vaccinated with side effect
Not vaccinated with side effect

Not vaccinated without side effect

R
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VAERS — more data is needed for causality

Vaccinated with hair dye problem

Not vaccinated with hair dye problem

Vaccinated without hair dye problem

Not vaccinated without hair dye problem
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