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Dengue is the most important mosquito-borne viral disease in the world.
There were 500,000 infections leading to 25,000 deaths every 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. TV0OS5 is a live attenuated tetravalent vaccine. Around
90% of adults who were 18 — 50 years of age could develop protective
immunity against all of the 4 serotypeic dengue virus after just a single-dose
vaccination of TV005. However, the immunogenicity and safety of TVV005
among people 50 — 70 years of age were not clear so far. In Taiwan, people
who aged 50 to 70 years accounted for over 40% among those who infected
by dengue virus every year. Therefore, to understanding the immunogenicity
and safety of TV0O05 vaccine among people aged 50 to 70 years is important
for whether TV0O05 can be introduced into Taiwan as a major intervention to
control dengue. This continuing project follows the previous phase I,
double-blind, multicenter, and placebo-controlled one, which evaluated the
efficacy and safety among TV005 vaccinee aged 50-70 years from Day 0 to
Day 180, to evaluate the efficacy and safety from Day 181 to Day 360.
During the period from the initiation of current project till 31 Oct., 2019, a



total of 90 enrolled subjects who had completed the 7" visit were
investigated. Among them, 14 subjects had received the 8" visit. None of the
90 subjects had known investigated-product related adverse event during this
period. After completion of the present trial, we can clarify the

Immunogenicity and safety of TV005 among people aged 50 to 70 years.

Keyword: Tetravalent dengue vaccine, Phase Il clinical trial, sex analysis
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Adverse Events E
General

soreness 3

malaise 1

Eye pricking pain 1

Respiratory system:

sore throat 2
dry cough 1
rhinorrhea 1
URI 1
Extremities
soreness 4
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pain 1

Skin
erythema 1
Papules 1
Pigmentation 1
itchy 1
Laboratory

elevated GOT 1

Leukocytopenia

Thrombocytopenia 1

Tachycardia
Fever

Hypertension
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transurethral resection;
wo%k B K
2019/10/22 % =& ptid
3R o

N

17




¥
~
E4

B

p g

SAE event

AR
[

S

Outcome

%
§

= M
ﬁ;m

S
pas)

_'Srl?a"% ey

2019/9/25

Inpatient
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Grade 1 (Mild)

Visit 3
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Hematuria, %
2019/9/23 * Z #4225
# showed right renal
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