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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.
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COVID-19 Vaccine Safety Technical Subgroup (VaST)

VAERS VSD CISA V-SAFE

VaST

COVID-19 vaccine workgroup

Entire ACIP

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

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…

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

https://emergency.cdc.gov/han/2021/han00442.asp
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ACIP emergency meeting: 4/23/2021
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ACIP meeting, April 23, 2021
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What happens if we restrict J&J vaccination?

• Restricting from adults 18-50 years of age
– In 6 months:

• 1300-3500 excess hospitalizations
• 50-250 excess deaths
• 2 cases of clotting

MacNeil JR et al.  MMWR, April 27, 2021
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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

ACIP meeting, April 23, 2021
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10 Yes
4 No
1 Abstain
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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
• Stable in refrigerator temperatures
• Easier to reach populations 

–COVID-19 disease has disproportionate 
impact  -and/or-

–Difficult to return for 2nd dose
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ACIP meeting, April 23, 2021
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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

https://www.cdc.gov/vaccines/covid-19/vaccinate-with-confidence.html
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Of persons who are willing to be vaccinated: 
Vaccine confidence in mRNA vaccines 

has not declined with J&J vaccine pause

ACIP meeting, April 23, 2021
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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

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

https://www.cdc.gov/vaccines/covid-19/vaccinate-with-confidence.html
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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 
of Pediatrics, 2016.
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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 is needed for causality

Vaccinated with side effect Vaccinated without side effects

Not vaccinated with side effect Not vaccinated without side effect
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VAERS – more data is needed for causality

Vaccinated with hair dye problem Vaccinated without hair dye problem

Not vaccinated with hair dye problem Not vaccinated without hair dye problem


