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Might Be Coming Soon, FDA Documents 
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The Food and Drug Administration (FDA) wants to simplify the 

current COVID-19 vaccination strategy to be more like an annual flu shot, 
according to briefing documents released on Jan. 23 ahead of a key 
advisory meeting to be held on Jan. 26. 

The FDA’s proposal, as outlined in the documents, is to simplify COVID-19 
vaccine composition and annual immunization schedules. 

Currently, people first get two doses of the original COVID-19 vaccine 

spaced several weeks apart, followed a few months later by a bivalent 

booster tailored to protect against newer variants. The FDA’s proposal 
wants to change that. 

Instead, the primary dose and booster would be combined into a single 
product for healthy adults, developed in spring based on prevailing 

strains and given once a year in the fall, much like how flu shots are 
administered. 

There would still be a two-dose vaccine—and corresponding 

immunization schedule—for very young children, as well as the elderly 
and people with compromised immunity who might not get the same 
kind of immune response from a single shot. 

The proposed changes would basically mean that the bulk of COVID-19 

vaccines would become bivalent, while Pfizer and Moderna’s bivalent 
shots would be used for all doses, not just boosters. 

Some experts say the proposed change could boost vaccine uptake. 



Key Question 

The key question that the Vaccines and Related Biological Products 

Advisory Committee will be asked to vote on at its Jan. 26 meeting, 
according to one of the documents (pdf), is as follows: 

“Does the committee recommend harmonizing the vaccine strain 

composition of primary series and booster doses in the U.S. to a single 
composition, e.g., the composition for all vaccines administered currently 
would be a bivalent vaccine (Original plus Omicron BA.4/BA.5)?” 

Besides that question being put to a vote, the panel also will discuss 

simplifying the process for determining the need for periodic COVID-19 
vaccine updates and the timing of such updates. 

The idea is to establish a process for vaccine strain selection 

recommendations that is similar to the one used for seasonal influenza 
vaccines. Namely, it would be based on assessing the predominant—or 

predicted—variants in the springtime so that corresponding vaccines 
could be produced by the fall. 

Such strain selection meetings, which would take place at least once per 

year, would take place more frequently as needed in order to “address a 
more pathogenic escape variant,” the main briefing document (pdf) 
indicates. 

The FDA’s proposal followed the agency’s announcement in December 

2022 of plans for the expert panel to consider updating the COVID-19 
vaccination strategy in the face of waning protection and the emergence 
of new variants. 

People would presumably find it easier under a simplified process to take 

the recommended COVID-19 shot once a year rather than having to track 

when they got their prior jabs and whether they were primary or booster 
doses. 

If the panel endorses the FDA’s proposal on Jan. 26, the agency will then 
work with the Centers for Disease Control and Prevention (CDC) to hash 
out the details. 



The advisers would then meet again next spring to decide on the specific 
strain to include in the single combined shot. 

Boosters and Waning Immunity 

Waning immunity from COVID-19 vaccinations and the emergence of new 

variants have so far led regulators to recommend boosters based on 
prevailing strains. 

The Centers for Disease Control and Prevention (CDC) 

currently recommends that everyone aged 6 months and older should get 
a booster a minimum of two months after their last shot. That’s been 

unpopular with the public, however, with booster uptake in the United 
States hovering at around 15 percent, according to CDC data. 

There’s also disagreement among health experts as to whether a booster 
strategy based on emerging variants is the way to go. 

In December 2022, Bloomberg polled 13 vaccine specialists, infectious 

disease doctors, and public health experts on the booster approach, with 
less than half fully endorsing the CDC-recommended booster strategy. 

“The situation is becoming more like influenza in that vaccine efficacy is 
modest and efficacy is mainly against serious disease,” Stanley Plotkin, a 

vaccinologist and professor of pediatrics at the University of 
Pennsylvania, told the outlet. 

Besides the waning effectiveness of primary doses, protection from 
booster doses also drops off rapidly, researchers have found. 

The FDA’s proposal to combine doses into a single bivalent shot comes 
after the European Medicines Agency’s (EMA) emergency task force said 

late last year that bivalent doses could be used in previously 
unvaccinated children and adults. 

EMA made its recommendation based on data that showed primary 

vaccination with the adapted bivalent vaccines should result in a broad 
immune response in people who haven’t been vaccinated against COVID-
19 or who hadn’t experienced a prior infection. 



Prior infection and recovery confer a type of protection known as natural 
immunity. While studies have consistently shown that severe COVID-19 

infections induce natural immunity, researchers recently found that even 
milder cases still gave long-lasting protection. 

 


