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•! For low dose of 7.5 mcg/0.5 ml, with the seroconversion proportion in 
at least 40% of subjects (67.7%; 95% CI: 48.6% – 83.3%); however, the 
upper bound of 95%CI of the HAI antibody titer is less than 70% (41.9%, 
95% CI: 24.6% – 60.9%). This vaccine does not meet the per protocol 
criteria; as a result, the dose of 7.5 mcg HA/0.5 ml is not recommended 
in the next phases of clinical trials.  

•! For high dose of 15 mcg HA/0.5 ml>*with the seroconversion proportion 
in at least 40% of subjects (71.9%; 95% CI: 53.3% – 86.3%); and with 
the upper range of 95%CI of the percentage of subjects with HAI 
antibody titer ! 1:40 not less than 70% (56.3%; 95% CI: 37.7% – 
73.6%). This vaccine meets the per protocol criteria; so this dose is 
recommended to be tested in the next trial phases. 

•! Consideration for adding 30 mcg HA/0.5 ml dose to test in the next 
phase of clinical trials: In order to get obtain evidence of the 
immunogenicity and safety of a higher vaccine dose, and to have more 
choices in selecting the appropriate dose for the license application. 
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•! Funding for this study provided by the World Health Organization through 
a grant from the Biomedical Advanced Research and Development 
Authority of the US Department of Health and Human Services. 

•! IVAC provided funding to cover direct operational costs and study 
products as the study sponsor and vaccine manufacturer. 

•! PATH provided technical support, training, and study monitoring.  

•! Study was implemented in collaboration with the research team at 
Pasteur Institute Ho Chi Minh City; Long An’s provincial People’s 
Committee, provincial Health Department, provincial Preventive Medicine 
Center; Ben Luc’s district People’s Committee, District Health Center; and 
Commune Health Centers of Long Hiep, Phuoc Loi, Tan Buu, Thanh Duc, 
and Nhat Chanh of Ben Luc district. 
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