¢ Hibinfection [HibUZFr FEHHE]
(1) Cause and course

Haemophilus influenzae, especially Haemophilus influenzae type b, is a problematic pathogen for
infants and small children, causing not only superficial infections such as otitis media, sinusitis, and
bronchitis, but deep (systemic) infections (also called invasive infections) such as meningitis, sepsis,
and pneumonia. Prior to 2010, the incidence of meningitis caused by Hib was 7.1-8.3 out of a
population of 100,000 aged less than 5years. It was estimated that about 400 become infected with
meningitis per year and about 11% of those experience poor outcomes®. Children aged 4 months or
more and less than 1 year accounted for a half of total patients. (*Cited from material provided by
the Vaccination Working Group, Section of Infectious Diseases, Health Science Council of MHLW)
Now that the Hib vaccine is widely used, invasive Hib disease has decreased dramatically.

(2) Freeze-dried Haemophilus b conjugate vaccine (Hib vaccine) (inactivated vaccine)

Haemophilus influenzae is classified into seven categories, with type b being the main cause of
serious disease; consequently, type b is used for vaccine. This vaccine is used extensively throughout
the world, and was authorized for use in Japan in December 2008 and made a routine vaccination in
2013.

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.

In Europe and the United States, invasive Hib infections decreased dramatically after the vaccine
was introduced. Reduction has been similarly dramatic in Japan after introduction of routine
vaccination. The World Health Organization (WHO) highly recommended routine Hib vaccinations
for infants and children in 1998; consequently, Hib vaccination has been introduced in more than 110
nations and its efficacy has been evaluated highly.

Adverse reactions are mainly local reactions, including redness (44.2%), swelling (puffiness)
(18.7%), induration (stiffness) (17.8%), and pain (5.6%); as well as systemic reactions including fever
(2.5%), dysphoria (14.7%), and loss of appetite (8.7%)

Vaccination against Hib infection is conducted per the following procedures by age in months at
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 Hib vaccine provided three times at intervals of 27
days or more (20 days if required by a physician), with the standard interval being 27 (20 if required
by a physician) to 56 days. The booster is conducted once at an interval of 7 months or more (usually
7 to 13 months) after the initial vaccination. It should be noted that the second and third injections of
the initial vaccination are to be given by the time the child is 12 months of age, and are not to be
given if the child exceeds 12 months. One booster may be given after an interval of at least 27 days
(20 days if required by a physician) after the last vaccination of phase 1.

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

The initial vaccination is conducted using a Hib vaccine provided twice at intervals of 27 days or
more (20 days if required by a physician), with the standard interval being 27 (20 if required by a
physician) to 56 days. The booster is conducted once at an interval of 7 months or more (usually 7 to
13 months) after the initial vaccination. It should be noted that 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. One booster may be given after an interval of at least 27 days (20 days if required
by a physician) after the last vaccination of phase 1.

c) A child aged 12 months (the second day of 12 months) to 60 months (not exceeding the first day
of 60 months) at the initiation of the initial vaccination.

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