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CDC and ACIP will continue to monitor disease levels and vaccine effectiveness in the months ahead 
and look forward to further discussions around updated vaccine recommendations this fall.  

COVID-19 vaccines are safe and effective, and CDC recommends everyone stay up to date.
COVID-19 vaccines have undergone—and continue to undergo—the most intense vaccine safety 
monitoring in U.S. history. 
Clinical research and surveillance support the safety and effectiveness of the recommended COVID-
19 primary series vaccines, as well as the recommended updated vaccines. 

Specifically, new data show that for every million doses given of an mRNA COVID-19 primary 
series vaccine, an estimated 14,200 hospitalizations were prevented among older adults 
over a six-month period. Although the benefits are most striking among older age groups, 
there were nearly 500 hospitalizations prevented among adolescents ages 12 to 17 years. 

The safety of the bivalent mRNA COVID-19 vaccine is monitored using multiple systems including the 
Vaccine Safety Datalink (VSD), a collaboration between CDC and integrated healthcare organizations. 
VSD assessed pre-specified health outcomes after bivalent COVID-19 vaccination during weekly 
monitoring.
At the ACIP meeting, CDC shared information about bivalent COVID-19 vaccine safety from VSD 
monitoring. 
In November 2022, VSD detected a signal for ischemic stroke in adults ages 65 years and older 
following vaccination with the Pfizer-BioNTech bivalent COVID-19 vaccine. As of February 4, 2023, 
approximately 580,000 people in this age group had received the Pfizer-BioNTech bivalent vaccine in 
VSD (approximately 300,000 had received Moderna bivalent vaccine in VSD). Based on the results of 
the analysis to investigate the ischemic stroke signal, the higher-than-expected rate of ischemic 
stroke was seen in persons who received the Pfizer-BioNTech bivalent vaccine and high-dose or 
adjuvanted influenza vaccine simultaneously; however, this finding is limited by small numbers. 
There may also be other factors to explain the signal, such as the possibility that early adopters of 
the bivalent booster vaccine may have greater risk for stroke. A separate analysis did not detect an 
increased rate of stroke when the influenza vaccine was administered without the COVID-19 vaccine 
in this age group.  
The signal for ischemic stroke has not been seen in other safety monitoring systems, and the existing 
data are insufficient to conclude there is a safety problem. Currently, no change in vaccination 
practice is recommended. CDC and FDA will continue to evaluate additional data on the safety of 
bivalent COVID-19 vaccines in VSD and other vaccine safety systems.
CDC also shared the latest data on the risk of myocarditis following mRNA COVID-19 vaccination. 
Although there are limited data involving the updated bivalent vaccines, the preliminary findings 
suggest that myocarditis rates in adolescent males following bivalent booster doses were not higher 
than what was seen following the first monovalent booster doses. In addition, the risk of adverse 
cardiac outcomes were approximately 2-6 times higher after SARS-CoV-2 infection than after mRNA 
COVID-19 vaccination among adolescent males. 
CDC also presented new data on COVID-19 vaccine effectiveness (VE), which support previous 
evidence on the benefits of COVID-19 vaccination in protecting against severe disease. This includes 
new research illustrating that the updated vaccines are protecting people against the latest COVID-
19 variants.
Researchers analyzed data collected through the VISION Network that show the updated vaccines 
cut the risk of being hospitalized by around 50% for most people. 
An evaluation of data through the IVY Network found that adults ages 65 years and older without 
immunocompromise who received an updated vaccine were: 

o 55% less likely to be hospitalized with COVID-19 than people who were unvaccinated
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authorize the updated vaccines. Following FDA authorization, CDC’s Advisory Committee on Immunization 
Practices (ACIP) will meet to review the data submitted and make recommendations based on a thorough 
review of the available evidence. If the CDC Director agrees with those recommendations, they become 
policy.   

Q: What is the main takeaway from today’s presentations and discussion?  
A: CDC and ACIP support efforts to simplify and streamline COVID-19 vaccination efforts and look forward to 
further discussion about what this might entail. Overall, today’s updates on vaccine safety and effectiveness 
show that COVID-19 vaccines are safe and are helping to protect people from severe COVID-19 in the real 
world, including against the latest variants. Bottom line, the many people who haven’t gotten a COVID-19 
vaccine since the fall, when the updated vaccines were released, should do so now to better protect 
themselves from severe illness and death. This is particularly true for older people and those with underlying 
health conditions who are at higher risk. 

Q: What was the rationale for keeping the vaccine recommendations as-is right now?    
A: COVID-19 cases, hospitalizations, and deaths have continued to go down in recent weeks, and much of the 
country has protection against circulating strains either through vaccination, previous infection, or a 
combination of both. CDC continues to recommend that everyone stay up to date on their COVID-19 
vaccines, especially those who are older or at high risk for severe disease because of underlying health 
conditions. CDC and FDA are currently reviewing the most recent data to support future COVID-19 vaccine 
recommendations. 

Q: When do you expect that the primary series will transition to bivalent vaccines? 
A: CDC and ACIP support the use of the updated COVID-19 vaccine for the primary series. The updated 
COVID-19 vaccines protect against the original COVID-19 strain, and recent Omicron subvariants. In January 
2023, FDA’s advisors unanimously endorsed replacing the original vaccine with the updated vaccine. The 
proposed change would only affect people who have not yet received their primary vaccination series. FDA 
must make the necessary regulatory approvals authorizing this change before CDC could make a 
recommendation. 

Q: How many cases of myocarditis have been reported following a bivalent booster in adolescents? 
A:  Preliminary findings indicate that myocarditis rates in adolescent males following updated bivalent 
booster doses are not higher than what was seen following the monovalent booster doses, although the data 
are limited. Specifically, CDC’s Vaccine Safety Datalink (VSD) shows only one myocarditis case reported 
among anyone who received bivalent boosters between the ages of 18 and 29 years, however, this is based 
on limited data due to the low number of doses given in this age group. When CDC analyzed both the 
potential benefits and harms for adolescents together, using recent hospitalization rates, we would expect to 
prevent between 31 and 136 hospitalizations, 9 to 40 ICU admissions, and 1 death per every million bivalent 
booster doses given. Based on the preliminary data on myocarditis following a bivalent booster in VSD, we 
have seen zero myocarditis cases in nearly 50,000 adolescent males that have received a bivalent booster 
dose, and no cases in females with a similar number of doses. 

Q: How will the government’s recent announcement about ending the public health emergency impact the 
COVID-19 vaccine program?  
A: The U.S. government is committed to ensuring that COVID-19 vaccines and treatments will be widely 
accessible to all who need them, including after the public health emergency phase ends on May 11. When 
the transition to traditional health care coverage occurs later this year, many Americans will continue to pay 
nothing out-of-pocket for the COVID-19 vaccine. CDC has also entered into Data Use Agreements with most 
jurisdictions to ensure they continue reporting of vaccine administration data referenced under the PHE.  
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Q: What does the latest data show about a potential stroke risk among older adults who received the 
bivalent booster? 
A: In November 2022, The Vaccine Safety Datalink (VSD) detected a safety signal for ischemic stroke after 
Pfizer-BioNTech bivalent COVID-19 vaccination in persons aged 65 years and older. Based on the results of 
the analysis to investigate the ischemic stroke signal, the higher-than-expected rate of ischemic stroke was 
seen in persons who received the Pfizer-BioNTech bivalent vaccine and high-dose or adjuvanted influenza 
vaccine simultaneously; however, this finding is limited by small numbers. There may also be other factors to 
explain the signal, such as the possibility that early adopters of the bivalent booster vaccine may have greater 
risk for stroke. No other safety systems have shown a similar signal for ischemic stroke after bivalent COVID-
19 booster vaccine. At this time, no change in vaccination practice is recommended. CDC and FDA will 
continue to evaluate additional data on the safety of bivalent COVID-19 vaccines in VSD and other vaccine 
safety systems.

Q: How effective are the updated vaccines at protecting against the XBB variants that are currently 
circulating?
A: Previous studies have shown that during the period of Omicron variant dominance, the updated COVID-19 
vaccine cut the risk of visiting an emergency department (ED) or urgent care (UC) or being hospitalized with 
COVID-19 by around half for most people. Our latest data suggest that updated COVID-19 vaccines continue 
to provide protection against symptomatic infection with XBB-related variants for at least the first 3 months 
after vaccination, which supports current recommendations for updated vaccines. People who have not 
received an updated vaccine after Sept 1, 2022, should do so as soon as possible. 

Q: For those who got their updated vaccine in September 2022, when it was authorized, has their 
protection worn off? How long does protection last? 
A: It’s too early to know how or when protection from the updated vaccine may wane, as it was authorized in 
the U.S. only a few months ago. Only three months of data have been collected, but we’ll continue to 
monitor vaccine effectiveness to better understand this in the months ahead. We do know, from the original 
(monovalent) vaccine, that protection decreases over time, especially against symptomatic infection. But we 
also know that protection lasts longer against more serious illness. So, it’s likely that people who have 
received the updated vaccine in recent months will remain protected against severe COVID-19 for a longer 
period of time. 

Q: Does CDC research support a need for another booster any time soon?
A:  It’s hard to tell if another booster is needed especially since 85% of people who are eligible for an updated 
vaccine have not yet received one. However, the data presented today confirm that updated COVID-19 
vaccines are helping to protect people from serious COVID-19 illness, including against the latest variants. 

Q: Does CDC research reveal whether the updated vaccine works better than the monovalent vaccine did 
against protecting against symptomatic infection, as well as severe disease?  
A: In the U.S., we’re not able to do a head-to-head comparison of monovalent vs. bivalent vaccine 
performance because they weren’t authorized at the same time, and we do see variation in protection based 
on when people were vaccinated, how many doses they received, and other factors. However, our data do 
reveal that people who received the updated vaccine were better protected than people who had received 
the original (monovalent) vaccine but had not yet received the updated (bivalent) vaccine. 

Q: How long do we expect VE to stay at this level?  
A: We are still assessing vaccine effectiveness for the updated (bivalent) vaccine, as it was authorized 
relatively recently. However, we know from the original (monovalent) vaccine that protection against 
infection can wane over time. Generally, protection against more severe disease lasts longer than protection 
against infection. And we know that the updated vaccine can restore protection that has waned over time 
from previous vaccines.
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Today, CDC’s Advisory Committee on Immunization Practices (ACIP) met to review the latest data on COVID-
19 vaccine effectiveness, safety, and coverage, as well as discuss potential updates to future COVID-19 
vaccination efforts. 

Although no changes to existing COVID-19 vaccination recommendations were made, CDC and ACIP members 
upheld plans to streamline and simplify COVID-19 vaccine recommendations this fall. It’s important to note 
that any changes to COVID-19 vaccine composition and immunization schedules will follow a rigorous, 
science-based process that factors in the most recent data on the epidemiology of the COVID-19 pandemic 
and SARS-CoV-2 variants, as well as on the safety and effectiveness of COVID-19 vaccines. 

Millions of people in the U.S. have not yet been vaccinated or completed their COVID-19 vaccine primary 
series, nonetheless CDC data continue to show the currently recommended COVID-19 vaccines are effective 
at preventing severe disease, hospitalization, and death. For those who have already received their primary 
series, an updated (bivalent) COVID-19 vaccine is an important option to help restore protection that may 
have waned since previous vaccination, especially for older people and those with underlying conditions who 
are at higher risk. 

CDC and ACIP will continue to monitor COVID-19 disease levels and vaccine effectiveness in the months 
ahead and look forward to future discussions around potential updates this fall.  

Please see the attached topline key messages to help you communicate this important update to your 
various audiences. We thank you for your continued support and all that you are doing to promote the health 
and well-being of the communities you serve.
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VaST Agenda

March 27, 2023
Confidential 

1:30 – 3:00 pm

Introduction and announcements Chairs and WG leads

VSD RCA transition presentation Dr. Nicola Klein, KNC

CISA: Clinical Research Study Update Dr. Karen Broder, CDC
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