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Background: The COVID-19 pandemic, caused by SARS-CoV-2, emerged in 2019
and a public health emergency was declared by the World Health Organization. COVID-
19 vaccine, KOSTAIVE® intramuscular injection, is a self-amplifying mRNA vaccine
developed by Arcturus Therapeutics, Inc. and CSL Seqirus, and Meiji Seika Pharma Co.,
Ltd. obtained approval for KOSTAIVE® in Japan. It contributes to the prevention of
SARS-CoV-2 infection.

Object: To evaluate the safety profile of KOSTAIVE® under real-world conditions, a
post-marketing surveillance has been conducted since October 2024 involving individu-
als aged 18 and older who received the vaccine. This report presents interim results
based on cases with data collected as of May 27, 2025.

Method: Participants consenting to the surveillance included adults receiving this
vaccine for SARS-CoV-2 prevention. Data were collected via an Electronic Data Capture
system over a 12-week observation period post-vaccination, focusing on adverse events
and safety signals.

Results: A total of 1116 cases were registered, with 709 cases having completed the
survey. Safety analysis of 708 cases revealed a 76.6% incidence of adverse reactions (542
cases), with no reports of serious adverse reactions. The most common reactions
included injection site tenderness, injection site pain, fatigue, headache, myalgia, chills,
fever, arthralgia, and injection site swelling. Regarding safety concerns specified in the
Risk Management Plan, there were no reports of “Shock/Anaphylaxis” or “Vaccine-
associated enhanced disease (VAED) /Vaccine-associated enhanced respiratory disease
(VAERD)”. No cases of “Myocarditis/Pericarditis” or “Guillain-Barré syndrome” were
identified.

Conclusion: The safety profile of KOSTAIVE® in real-world use poses no new con-
cerns from results of interim analysis.
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