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' This is an open-label, crossover study, 100 children aged 2 to 5 years with a history of
2-dose primary vaccination with mouse-brain derived inactivated JE vaccine
according to the Thai Expanded Program for Immunization schedule, and 200 JE
vaccination-naive 12- to 24-month-old toddlers were randomized 1:1 to receive
JE-CV, containing =4 log10 plaque forming units, 1 month before or after hepatitis A
control vaccine.

" IEFR SRR B R XX 0 1008 Z AR IR RES E iR E T B BB WA RS B
BABER G ER2ESR R E > R200Z 2RI B HER ARG HEN12E24EA K
B4 5o BE R HE 1 MAA BB EAREMKR(JE-CV)BE  BREHHME
i (plaque forming unit) KBS ER R Z Aisk 2 BiER R R ITFE S

@This controlled phase Il comparative trial enrolled children aged 36-42 months in the
Philippines. 345 children who has received one dose of JE-chimeric vaccine (JE-CV)
in a study two years earlier, received a JE-CV booster dose. JE neutralizing antibody
titers were assessed using PRNT50.

@ IS BRI Y5 = MR LE B R SR R ESF R BB T 36 E42{A B AW R E 2 80345
BRESMEEMERN S —EMREPERET —HHAAMRXREEE (JE-CV) BiEE
JE-CV Ina&f B AB % A1 HAE S E (Japanese encephalitis neutralizing antibody)
BUBHRRFR L S ER(PRNTS0)— 8 A A 18R

A This is a randomized, controlled phase IlI trial with enrollment of 1,200 JE-vaccination
naive children (ae 12-18 months) in Thailand and the Philippines. Children received
JE-CV (n=1098) or Hepatitis A control vaccine (n=102)

" IERER S IR AN S = IS BRI SR (ERE R IF R BB T 1,2008 KIFEBBIEV
RHEEI12E18EA A4 52 HEFE A AR AR E (JE-CV) AR HREEN
hEANBI R #51,0085102

This pamphlet, distributed only by healthcare professionals, is prepared for educating

patients who have been prescribed with JE-CV
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1 What is the prognosis of JE?'

Severe disease is estimated to occur in about
1 case per 250 JE virus.

Case-fatality in clinical cases is estimated to
be around 20-30%

Among severe cases

Death
20-30%

30% A?
Severe C)—\-

complications

Severe complications include’
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Residual Psychosocial
neurologic disability disability
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Intellectual Physical
disability disability

2 What is the treatment for JE?!

There is no specific Supportive care is

antiviral treatment important as it

for JE. relieves
symptoms and
stabilizes
the patient.

What are the signs and

symptoms of JE?

@ Symptoms usually start at around 4 — 14 days after
being infected?.

@ More severe infection is marked by sudden onset of
headache, high fever, neck stiffness, impaired
mental state, coma, tremors, convulsions (especially
in children) and paralysis?.
Neurological

* * damage

/\ §
Headache secesssss -<>: \ 3...:
»

Saa L g Painful neck
stiffness

& Muscle
hs weakness

3
g
é 3
g
o6t 0500
Seizures

.
.
ecee



4 How is JE virus transmitted?

% According to US Centers for Disease Control and
7 : ; : Prevention data, a total of 26 countries have been
IE;;”;:‘;tﬁg ;]n?riqallnst%i?i:\rg%?mgthe i dsdo identified with JE virus, which are located in Asia.**
The mosquitoes breed where there is an
abundant of water.®

Russia

Uninfected mosquitoes bite
pigs and water birds infected by

Mongolia ’

japanese encephalltls virus / oo 1o
L/ Japan
South § @
& @ \Ne‘:{’ Bhutan Ry, J
J %Z. :

Infected \ p A (

T 'Philippines /

mosquitoes ﬂ Mdla

VIRAL transmit virus *~ © . smﬁ ,/ Brunei
g od) Malay5|a
AMPLIFICATION to huma.ns ’ "- Sridaen F Papua New Guinea
Yndonesm T K

. L Tlmor Leste ‘

' hd Area including Japanese phalitis

It

‘ } as country-wide routine immunization

" to part of the country as routine immunization

. high risk area of Japanese encephalitis
Infected mosquitoes
transmit virus to uninfected Adapted from US CDC website
pigs and waterbirds

*Except Qinghai, Tibet and Xingiang Province

Adapted from Misra UK et al. (2010)
6 Surveillance data of JE virus

@ JE virus can be transmitted vertically from infected
mosquitoes to their offspring.?

@ In addition, JE virus infected animals and
mosquitoes generally remain asymptomatic.®

@ It has been estimated that approximately 67,900 JE
cases occur annually worldwide.®

@ Approximately 33,900 (50%) of these cases occur in
China (excluding Taiwan).®

Globally, around 50%
JE cases occur in China




7 JE cases in Hong Kong

@ Culex family could transmit JE virus, including
Culex tritaeniorhynchus.?

Culex tritaeniorhynchus

@ Distribution of JE virus vector mosquitoes.”

Distribution of Culex
tritaeniorhynchus
(JE Vector Survey
10/04 — 10/05)
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Adapted from Food and Environmental Hygiene Department,
The Government of Hong Kong SAR

] Scientific Committee on Vector-borne Disease,
H Centre for Health Protection, HKSAR, defines
population living within 2km of local pig farms as
Japanese encephalitis high risk group, in the
latest consensus statement published in late
20117412

@ Affected population is estimated to be 633,000.2

@ Locations of local pig farms and area within 2 km of
pig farms+
e -

.-\' —

New

Hong Kong Island |
T % s
ail = k'
O Pig Farm @ Slaughter House @ 2km affected area

+ Locations of pig farms are provided by Agriculture, Fisheries and Conservation
Department, The Government of Hong Kong SAR



. Wear loose, light-colored, long-sleeved tops and
trousers, and use DEET-containing insect repellent
on exposed parts of the body and clothing.

© Use mosquito nets if air-conditioner is not available
e Prevent accumulation of stagnant water

9 Efficacy of Insect Repellents

@ According to a study on the efficacy of insect repellents
published in The New England Journal of Medicine:'®

Active Ingredient of Insect Complete- Category

Repellents & its Protection of
Concentration Time (min) Protection
DEET, 23.8% 200 — 360 A
DEET, 20% 180 — 325 B
Soybean oil, 2% 16 — 195 D

1 O Factors affecting Efficacy

of Insect Repellents

Protection Time of Insect
Repellent

Upon certain duration after applying insect
repellent, it is essential to re-apply in order to
keep the efficacy

Raindrop & Sweat may Affect
Efficacy

““ Raindrop & sweat may wash off insect """

repellents on skin

Other than passive preventive measures
against mosquito-borne diseases, active
prophylaxis such as vaccination is as
important.

11 Vaccination

@ World Health Organization recommends vaccination
where there is a suitable environment for JE virus
transmission, including:’

Proximity to other countries or

regions with known JE virus
transmission

Presence of animal
e reservoirs

Ecological conditions
supportive of virus
transmission
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Live-attenuated Japanese
encephalitis Vaccine (JE-CV)

@ Live-attenuated Japanese encephalitis vaccine
(JE-CV) was first approved by the Therapeutic
Goods Administration Division in Australia and the
Department of Health in Hong Kong in 2010 and
2014 respectively'1®

@ Dosage & administration of JE-CV™®

Vate T~

9 month — 18 years old
17 years old* or above

. N\ N
Primary
schedule ,&\ ,&
Booster

schedule N
(12-24 /& #
months after

primary dose)

@ Please note live-attenuated Japanese encephalitis

vaccine (JE-CV) should be administrated
subcutaneously

#No need for a booster dose up to 5 years

* Safety and efficacy of a booster dose in children and adolescents
5to 17 years of age have not been established. Nevertheless, the
booster dose can be considered based on the available data in
other age groups.

@ JE-CV immunogenicity data

99.2% of studied infants and toddlers
(9-18months), who had not immunized with
any JE vaccine, are seroprotected against
JE 28 days after a single dose of JE-CV

vaccine.15

100% of studied children (36-42 months)
got seroprotected 28 days after
administrating a booster dose of JE-CV
vaccine, the seroprotection against JE virus
maintained at 99.4% after 1 year.'s®

03

In a Phase Il study, all previously
immunized children with inactivated
Japanese encephalitis vaccine (2-5 years
old) mounted seroprotective neutralizing
antibody titers against Japanese
encephalitis virus within 28 days of
vaccination.?

@ JE-CV safety data

Most local and systemic reactions are mild
to moderate and transient, including
injection site reaction, loss of appetite and
irritability.®

Incidence rate of fever after vaccination are
comparable in both JE-CV and Hepatitis A
vaccine group.'®"

03

There were no serious adverse events
related to vaccination up to 6 months
visit.'®"



