American Preparedness for the
Annual Flu Season Relies on a

Coordinated National Strategy

Rapidly Evolving Influenza Strains
Require Annual Updates

Seasonal flu vaccines are updated annually to
protect against constantly evolving strains of the
virus." To be prepared each year, it is critical to keep
the flu vaccine development timeline on track. Each
year, public health experts, researchers, regulators,
and manufacturers work on a tight schedule, going
from strain selection to nationwide distribution
within just a few months.? Protecting Americans
from this dangerous and deadly disease requires
coordinated collaboration, evidence-based science,
and strong surveillance data.

Timely Vaccination
Development Saves Lives:

Seasonal flu leads to millions of illnesses, hundreds
of thousands of hospitalizations and over $11

billion in costs each year.®Flu vaccines are safely
administered to millions of Americans every year,
and are the best way to protect against flu-related
ilinesses, hospitalizations and deaths.*Protection
against the flu depends on vaccines being developed
and delivered on schedule. Keeping this timeline

on track is essential to keeping families across the
country healthy and safe.




Flu Vaccine Development is a Multi-Staged, Evidence-Based and Time-Sensitive Process

January —e

Global efforts to monitor the flu increase. Public
health experts begin developing candidate vaccine

strains and vaccine manufacturers begin preparing o——

for large scale production of these strains.

Late February — Early March —e

An FDA advisory committee reviews the data and flu strain
recommendations from the WHO and recommends strains
for the U.S. vaccine.* The FDA's recommendations are
essential for vaccine manufacturers.

April - May —e
Manufacturing ramps up for selected strains. FDA finalizes
testing materials to determine vaccine strength and quality.

Typically, CDC's Advisory Committee on Immunization Practices ®

(ACIP) reviews the evidence and recommends who should get a
flu shot and what kinds of vaccines to use.

July —e

FDA reviews and approves vaccines.
Large-scale production and packaging continue,
and initial national shipments begin.

September — October —¢

Fall vaccination campaign begins alongside
continued national vaccine distribution.

February

The World Health Organization (WHO) recommends which flu
strains the Northern Hemisphere vaccine should target for the
upcoming flu season. Even after the U.S. announced its withdrawal
from the WHO, U.S. scientists continue to participate in this process.

March

Based on FDA's recommendations, manufacturers prepare the
selected strains and begin to scale production of multiple strains.

June

Manufacturers combine strains into a final vaccine formulation
and begin fill-finish production — carefully filling and sealing
vaccines doses in in highly controlled, sterile environments.

August

Vaccine shipment continues, with delivery across
the United States. CDC publishes and distributes
the annual flu vaccine recommendations.

November — December

Ongoing vaccination and distribution. Planning
and preparation for the next flu season begins.

The Bottom Line

iliness, hospitalization and even death.

The U.S. flu vaccine system produces and delivers hundreds of millions of doses each year.

The system works well — but only if the annual, time-sensitive development timeline stays on track.
Success depends on early strain selection, sustained coordination across national and global partners,
rigorous regulatory review and efficient manufacturing.

Staying on schedule ensures vaccines are available and that Americans are protected from severe

'https://www.fda.gov/consumers/consumer-updates/its-good-time-get-your-flu-vaccine
?https://www.vido.org/news/2025/how-are-flu-vaccine-strains-chosen-each-year.php
Shttps://www.nfid.org/infectious-disease/flu/
“https://www.cdc.gov/flu/vaccines/keyfacts.html

shttps://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-march-12-2026-meeting-announcement#event-information

Learn more at PhRMA.org/Vaccines
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