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Dengue is the most important mosquito-borne viral disease in the world.
Worldwide, there were around 500,000 infections leading to 25,000 deaths each
year. Although Taiwan is not an endemic country of dengue, there were around
1,000 infections every year due to the spread from imported patients with dengue.
In particular, there were over 40,000 infections and 228 deaths in the major
outbreak in 2015. To prevent the spread of dengue is a major issue all over the
world. Development of an effective and safe vaccine used to be the best solution
to control viral diseases. However, the development of dengue vaccine
encountered many hurdles and was not successful until the release of TV005
vaccine. TV00S is a live attenuated tetravalent vaccine. Around 90% of adults
who were 18 to 50 years of age could develop protective immunity against all of
the 4 serotypic dengue virus after a single-dose vaccination of TV005. However,
the immunogenicity and safety of TV005 among people 50 to 70 years of age are
not clear so far. In Taiwan, people who aged 50 to 70 years accounted for over
40% of the patients infected by dengue virus every year. Therefore, to understand
the immunogenicity and safety of TV005 vaccine among people aged 50 to 70
years is important for decision of whether TV005 is suitable to be introduced into
Taiwan as a major intervention to control dengue.

This continuing project follows the previous phase II, double-blind,
multicenter, and placebo-controlled one, to evaluate the efficacy and safety from
Day 361 to Day 720. One single-dose TV005 vaccine or placebo was given
subcutaneously. After vaccination, detailed data of the subjective symptoms,
physical examination, laboratory examination, and titer of neutralization antibody
from all subjects were recorded.

For the project this year, we complete the 8" visits of 230 vacinee, and the
9th visits of 14 vacinee. During this year, there was no investigated product related
adverse events.

Keyword: Tetravalent dengue vaccine, Phase II clinical trial, senior
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