@ Pneumococcal infection in children [/NERAREY 75 FHiEHHAE]
(1) Cause and course

Streptococcus pneumoniae is one of two major causes of bacterial pediatric infections. This is a bacterium
carried deep in the noses of many children and occasionally causes bacterial meningitis, bacteremia,
pneumonia, sinusitis, and otitis media.

Prior to the introduction of the vaccine, the prevalence of purulent meningitis caused by Streptococcus
pneumoniae was 2.6-2.9 out of a population of 100,000 aged less than 5 years. It was estimated that about 150
experience meningitis per year*. Case fatality rate and frequency of secondary complications (e.g.
hydrocephalus, deafness, mental disabilities) are higher than that of Hib-induced meningitis, with about 21%
experiencing a poor prognosis. (*Cited from material provided by the Vaccination Working Group, Section of
Infectious Diseases, Health Science Council of MHLW) Now that the pneumococcal conjugate vaccine is in wide
use, invasive infections such as pneumococcal meningitis have decreased.

(2) Adsorbed 13-valent pneumococcal conjugate vaccine
(13-valent pneumococcal conjugate vaccine) (inactivated vaccine)

The pediatric pneumococcal conjugate vaccine (13-valent pneumococcal conjugate vaccine) was developed to
prevent bacterial meningitis in children, including 13 serotypes causing serious conditions in children.

This vaccine was first used in the United States as a 7-valent vaccine in 2000, and switched to a 13-valent
vaccine in 2010, which is currently used as the standard vaccine in over 100 countries. It has been reported in
many countries that inoculation with this vaccine has resulted in a decrease in bacterial meningitis and
bacteremia. In Japan, the vaccine was authorized for use in November 2013, and the incidence of invasive
pneumococcal disease has decreased similarly.

This vaccine may be given simultaneously with other vaccines when the physician determines it to be
necessary and the child’ s guardian gives consent. Each vaccine can also be given separately.

Adverse reactions include local reactions such as erythema (67.8-74.4%) and swelling (47.2-57.1%), and
systemic reactions including fever of over 37.5° C (32.9-50.7%)

Vaccination against pediatric pneumococcal infection is provided per the following procedures by age in
months at of the time of initiating the initial vaccination. The standard vaccination procedure is as described in
(a) below:

a) A child aged 2 to 7 months (not exceeding the first day of 7 months) at the time of initiating the initial
vaccination

The initial vaccination is conducted using a 13-valent pneumococcal conjugate vaccine provided three times
at intervals of at least 27 days usually by the time the child is 12 months of age. The booster is conducted once
at an interval of at least 60 days after the initial vaccination, given no earlier than one day after the child turns
12 months (the standard vaccination period is between 12-15 months after birth). However, the second and
third injections of the initial vaccination are to be given by the time the child is 24 months of age, and are not
to be given if the child exceeds 24 months (the booster is allowed after this time). The second injection of the
initial vaccination is to be given by the time the child is 12 months of age, and is not to be given if the child
exceeds 12 months (the booster is allowed after this time).

b) A child aged 7 (the second day of 7 months) to 12 months (not exceeding the first day of 12 months) at the
time of initiating the initial vaccination

The initial vaccination is conducted using a 13-valent pneumococcal conjugate vaccine provided twice at
intervals of at least 27 days usually by the time the child is 12 months of age. The booster is conducted once at
an interval of at least 60 days after the initial vaccination 12 months after birth. However, the second injection
of the initial vaccination is to be given by the time the child is 24 months of age, and is not to be given if the
child exceeds 24 months (the booster is allowed after this time).
¢) A child aged 12 (the second day of 12 months) to 24 months (not exceeding the first day of 24 months) at the
initiation of the initial vaccination

The vaccination is conducted using a 13-valent pneumococcal conjugate vaccine provided twice at intervals
of at least 60 days.

d) A child aged 24 (the second day of 24 months) to 60 months (not exceeding the first day of 60 months) at the
initiation of the initial vaccination

The vaccination is conducted using a 13-valent pneumococcal conjugate vaccine provided once.

A child who could not be vaccinated due to disease requiring long-term care can also be vaccinated in this
manner.
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