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 Chikungunya vaccines approved at EMA

Chikungunya Virus Vaccines: A 
Review of IXCHIQ and PXVX0317 
from Pre-Clinical Evaluation to 
Licensure | BioDrugs

https://link.springer.com/article/10.1007/s40259-024-00677-y
https://link.springer.com/article/10.1007/s40259-024-00677-y
https://link.springer.com/article/10.1007/s40259-024-00677-y
https://link.springer.com/article/10.1007/s40259-024-00677-y
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Pre-existing chikungunya virus neutralizing antibodies correlate with risk of symptomatic 
infection and subclinical seroconversion in a Philippine cohort | Elsevier Enhanced Reader

https://reader.elsevier.com/reader/sd/pii/S120197122030206X?token=D4FF5139CBEA2EE10B0E24BDD767DCF9DE0F1E7AE4C6C9383C813F5965631436640F289FFC2D0BD8021946A2A39E735C&originRegion=eu-west-1&originCreation=20221127171549
https://reader.elsevier.com/reader/sd/pii/S120197122030206X?token=D4FF5139CBEA2EE10B0E24BDD767DCF9DE0F1E7AE4C6C9383C813F5965631436640F289FFC2D0BD8021946A2A39E735C&originRegion=eu-west-1&originCreation=20221127171549
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cix283.pdf 
(silverchair.com)

https://watermark.silverchair.com/cix283.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAtgwggLUBgkqhkiG9w0BBwagggLFMIICwQIBADCCAroGCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQMf7B3f3q8VSQD2Q13AgEQgIICi6f9qZEWzYGQ4QfTQEpv0NEelctqLZasBwmzf1UZzrCbFYHIix-gS20nBCGcDjFXVui3V_6OmHDEdlup8LSi-QCAuB70xL6jzPuzqweW9h_E0GSnGnANrG-dAKwXP8RijU_hLp_BenuRpOTyao0dI1OO8CAmUNvybXdoBLX453lYXJc5sb0oxXPSEh5GOIefi3E65dNXL43LLZ0fC3Gbbc_IqzDHIaRXq50ljx-188vH5OSrmHZRwm7A8Z75eQqZA2QnCn-xCJJZTlrSuNFWw7_dJneqL8gf3M4sZfkyLKVdLPbB1rMxOdVaDp_uBEoxC6Vf-gWbqaETNRKe67VaODXkE8rJEckluFNj33MG9vatrwW9MvHWETpDGU-MXqGlC2SN343yhqPEvu80YQJPIOKBKYY3A3Hxgx5Ag2MFP1FDVEaja6bjcLllan1rHL7SgjWh2J86bOh6w6aQl3m6d6VUtLPAi1XJRVfyshmYk44tP5m-N4KvOKPOrHTilqtmxMCSb2j9uuLYzqQqo-9wA-TuYLe1RT1ifvPAW-o7De1QMYtK9KvjEnoBWrfRchCu3zJIzaB1yBFudyd6-7n6sOo1IpLPpBV3VLZQc2jhRmGRihDyGuKRjSFxLgfs0G58yIbPgqYtSTatCYSAKFsQuZ3fN0IjynvcFEBHhtB49lxleQHy_3Lblq_e6lC_oTTbshqPY40zFWukyxCYrV5yIVaedcq1kE5ls6299O_XfV4tDBaCSWQmTObUq57Nc3DGUNgdnD1o030hWzOH8yV4MxGyobM1iUobaxnfG1GIq1ELdyNibsO4TJnB6Gm6CsLGbsg9CcokTyUEuGGBTFCd0F5jW4jRnWQ_ynKWvw
https://watermark.silverchair.com/cix283.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAtgwggLUBgkqhkiG9w0BBwagggLFMIICwQIBADCCAroGCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQMf7B3f3q8VSQD2Q13AgEQgIICi6f9qZEWzYGQ4QfTQEpv0NEelctqLZasBwmzf1UZzrCbFYHIix-gS20nBCGcDjFXVui3V_6OmHDEdlup8LSi-QCAuB70xL6jzPuzqweW9h_E0GSnGnANrG-dAKwXP8RijU_hLp_BenuRpOTyao0dI1OO8CAmUNvybXdoBLX453lYXJc5sb0oxXPSEh5GOIefi3E65dNXL43LLZ0fC3Gbbc_IqzDHIaRXq50ljx-188vH5OSrmHZRwm7A8Z75eQqZA2QnCn-xCJJZTlrSuNFWw7_dJneqL8gf3M4sZfkyLKVdLPbB1rMxOdVaDp_uBEoxC6Vf-gWbqaETNRKe67VaODXkE8rJEckluFNj33MG9vatrwW9MvHWETpDGU-MXqGlC2SN343yhqPEvu80YQJPIOKBKYY3A3Hxgx5Ag2MFP1FDVEaja6bjcLllan1rHL7SgjWh2J86bOh6w6aQl3m6d6VUtLPAi1XJRVfyshmYk44tP5m-N4KvOKPOrHTilqtmxMCSb2j9uuLYzqQqo-9wA-TuYLe1RT1ifvPAW-o7De1QMYtK9KvjEnoBWrfRchCu3zJIzaB1yBFudyd6-7n6sOo1IpLPpBV3VLZQc2jhRmGRihDyGuKRjSFxLgfs0G58yIbPgqYtSTatCYSAKFsQuZ3fN0IjynvcFEBHhtB49lxleQHy_3Lblq_e6lC_oTTbshqPY40zFWukyxCYrV5yIVaedcq1kE5ls6299O_XfV4tDBaCSWQmTObUq57Nc3DGUNgdnD1o030hWzOH8yV4MxGyobM1iUobaxnfG1GIq1ELdyNibsO4TJnB6Gm6CsLGbsg9CcokTyUEuGGBTFCd0F5jW4jRnWQ_ynKWvw
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9431671/pdf/jciinsight-7-160173.pdf
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Persistence of antibodies over time-  Ixchiq

Ixchiq; active substance: Chikungunya virus (CHIKV) Δ5nsP3 strain (live, attenuated)

https://www.ema.europa.eu/en/documents/assessment-report/ixchiq-epar-public-assessment-report_en.pdf
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Cross-immunity alphaviruses - Ixchiq

Ixchiq; active substance: Chikungunya virus (CHIKV) Δ5nsP3 strain (live, attenuated)

https://www.ema.europa.eu/en/documents/assessment-report/ixchiq-epar-public-assessment-report_en.pdf
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Vimkunya clinical immunogenicity - SmPC
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Vimkunya Safety – EMA assessment report

a Solicited administration-site effects include injection-site pain, redness and swelling
b Solicited systemic effects include fever, chills, fatigue, headache, myalgia, arthralgia, nausea
c  by PT most frequent: CHIKV VLP: headache (0.3%), arthralgia (0.3%), dizziness (0.2%), fatigue (0.2%), rash 

(0.2%) vs. Placebo: fatigue (0.4%), arthralgia (0.3%), myalgia (0.3%)
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Ixchiq clinical immunogenicity - SmPC
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Ixchiq Safety –EMA assessment

4.3 Contraindications 
Immunodeficient or immunosuppressed individuals due to 
disease or medical therapy (e.g., from hematologic and solid 
tumors, receipt of chemotherapy, congenital 
immunodeficiency, long-term immunosuppressive therapy 
or patients with HIV infection who are severely 
immunocompromised)

4.5 Concomitant administration with other vaccines
IXCHIQ is not recommended to be co-administered with 
other vaccines because there are no data on the safety and 
immunogenicity following concomitant administration of 
IXCHIQ with other vaccines.
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Post-approval evidence for CHIKV vaccines

• Paediatric studies in PIPs: safety and immunogenicity from birth

• Pregnancy registries and for specific aspects also safety studies

• Efficacy: Individually randomised trials are requested, but ability to generate robust 
data on efficacy unclear

• Effectiveness studies are expected to be conducted in the context of emerging 
outbreaks and/or endemic areas and should be part of the portfolio of options

• Studies should measure efficacy/effectiveness against PCR confirmed symptomatic 
disease, e.g. per WHO case definition

• It would be relevant to collect evidence on post-acute sequalae to establish the 
impact of vaccination 
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Conclusions

• Neutralising antibodies titres have been used for inferring protection for CHIKV vaccines

• Threshold defined taking into account sero-epidemiological studies and NHP passive transfer data

• Seroresponse in seronegative subjects as primary outcome for immunogenicity shown for both 
vaccines (LB 95% CI above 70%)

• Limited data on seropositive individuals presented

• Post-approval commitments for clinical trials and studies for safety and efficacy/effectiveness 
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