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REACTIVE STATEMENT
CDC & FDA Provide Further Evidence of Safety of COVID-19 Vaccines for Persons Aged 65 and Older

In presentations to the Vaccines and Related Biological Products Advisory Committee (VRBPAC), the 
Food and Drug Administration (FDA) and Centers for Disease Control and Prevention (CDC) provided 
reassuring data on a signal first identified in the Vaccine Safety Datalink (VSD). 

Ongoing analyses of the VSD data demonstrate the safety of the Pfizer-BioNTech COVID-19 Vaccine, 
Bivalent when given alone and may even suggest a reduced rate of ischemic stroke following vaccine 
administration. The agencies continue to review data from multiple additional databases, which to date 
have not identified any risk of stroke following vaccination with the Pfizer-BioNTech COVID-19 Vaccine, 
Bivalent. While subgroup analyses may suggest that co-administration of Pfizer-BioNTech COVID-19 
Vaccine, Bivalent with high-dose or adjuvanted influenza vaccine may have contributed to or biased the 
safety signal seen in VSD, a similar finding was not identified in FDA’s analysis of Medicare data where 
nearly 40% of those 65 and older had co-administration of COVID and influenza vaccines. Both agencies 
will review future analyses of vaccine co-administration. 

To be attributed to FDA Commissioner Robert Califf, MD:
“The system worked as expected. A signal was detected, and further analysis of independent data sets 
has found no evidence of a safety risk. The work of safety surveillance continues, including detailed 
analysis of existing data sets and a formal epidemiological study. The substantial reduction in serious 
illness and death conferred by up-to-date vaccination also discussed at the VRPBAC meeting leads us to 
hope that all eligible people will get an updated vaccine.”

To be attributed to CDC Director Rochelle P. Walensky, MD, MPH:
“I encourage everyone who is eligible to get an updated COVID-19 vaccine. Getting an updated vaccine 
substantially decreases the risk of hospitalization and death from COVID-19 and is especially important 
for those who are 65 and older and at greater risk for severe complications. Our ongoing analyses 
continue to reassure us that COVID-19 vaccines are both safe and effective.”

Tough QA

Q1: Are you still recommending that people get the updated vaccine? 
A: Yes. We continue to strongly recommend that people who are eligible get the updated COVID-19 
vaccine. 

Q2: For doctors out there who see that you are going to be doing additional analysis of the safety of 
coadministration of the updated COVID and flu vaccines and are wondering whether they should 
recommend that their elderly patients get both shots, what should they do?
A: First, it is important to remember that very few people receive flu shots this late in the season. 
Historically, >90% of flu vaccination has occurred by mid-January of each season. We continue to 
recommend co-administration of COVID-19 and influenza vaccines, most especially for those who may 
not otherwise receive both. The benefits in terms of protection against serious illness and death are 
clear and indisputable for both vaccines. 

Q3: Are patients who received the high-dose flu vaccine and the bivalent vaccine at the same time at 
ongoing increased risk for developing a stroke?
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A: More than 90% of folks received these vaccines three months ago and are well outside the potential 
window of risk. For those who received their vaccines more than 3 weeks ago, there is no evidence of an 
increased risk. In addition, an analysis of CMS’s database over more than 5 million vaccinated seniors 
and people with disabilities shows no link between the Pfizer bivalent vaccine and stroke. FDA is 
launching a long-term formal study. 

Q4: Why did CDC recommend co-administration of COVID and influenza vaccines for this season?
A: A CDC study published in 2022 did not find any safety concerns when giving both vaccines at the same 
time. This study was done prior to a recommendation for those 65 and older to preferentially receive a 
high dose flu vaccine.
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