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(6) B&EH (REa1L—23Y) BRICKDHBULICENHABREEEER
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FDA : Pregnancy Category C
ADEC : Pregnancy Category
(An Australian categorisation of risk of drug use in B3
pregnancy)

ZE | HEOBE

FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus, but
there are no adequate and well-controlled studies of humans. The benefits
from the use of the drug in pregnant women might be acceptable despite its
potential risks. Or animal studies have not been conducted and there are no
adequate and well-controlled studies of humans.

ADEC : Pregnancy Category

B3 : Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus



having been observed. Studies in animals have shown evidence of an
increased occurrence of fetal damage, the significance of which is
considered uncertain in humans.
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(20145 3 A) |8.4 Pediatric Use

BARACLUDE was evaluated in two clinical trials of pediatric
subjects 2 years of age and older with HBeAg-positive chronic
HBV infection and compensated liver disease. The exposure
of BARACLUDE in nucleoside-inhibitor-treatment-naive and
lamivudine-experienced pediatric subjects 2 years of age and
older with HBeAg- positive chronic HBV infection and
compensated liver disease receiving 0.015 mg/kg (up to 0.5 mg
once daily) or 0.03 mg/kg (up to 1 mg once daily), respectively,
was evaluated in Study AI463028. Safety and efficacy of the
selected dose in treatment-naive pediatric subjects were
confirmed in Study AI463189, a randomized, placebo -
controlled treatment trial.

There are limited data available on the use of BARACLUDE
in lamivudine-experienced pediatric patients; BARACLUDE
should be used in these patients only if the potential benefit
justifies the potential risk to the child. Since some pediatric
patients may require long-term or even lifetime management
of chronic active hepatitis B, consideration should be given to
the impact of BARACLUDE on future treatment options.

The efficacy and safety of BARACLUDE have not been
established in patients less than 2 years of age. Use of
BARACLUDE in this age group has not been evaluated
because treatment of HBV in this age group is rarely required.




HH Bl LHENE
%ED SmPC  |4. Clinical particulars
(2016 £4 A) |4.2 Posology and method of administration

Paediatric population

For appropriate dosing in the paediatric population,
Baraclude oral solution or Baraclude 0.5 mg film-coated tablets
are available.

The decision to treat paediatric patients should be based on
careful consideration of individual patient needs and with
reference to current paediatric treatment guidelines including
the value of baseline histological information. The benefits of
long-term virologic suppression with continued therapy must
be weighed against the risk of prolonged treatment, including
the emergence of resistant hepatitis B virus.

Serum ALT should be persistently elevated for at least 6
months prior to treatment of paediatric patients with
compensated liver disease due to HBeAg positive chronic
hepatitis B; and for at least 12 months in patients with HBeAg
negative disease.

Paediatric patients with body weight of at least 32.6 kg,
should be administered a daily dose of one 0.5 mg tablet or 10
ml (0.5 mg) of the oral solution, with or without food. The oral
solution should be used for patients with body weight less than
32.6 kg.

Duration of therapy for paediatric patients

The optimal duration of treatment is unknown. In
accordance with current paediatric practice guidelines,
treatment discontinuation may be considered as follows:

- In HBeAg positive paediatric patients, treatment should be
administered for at least 12 months after achieving
undetectable HBV DNA and HBeAg seroconversion
(HBeAg loss and anti-HBe detection on two consecutive
serum samples at least 3-6 months apart) or until HBs
seroconversion or thereisloss of efficacy. Serum ALT and
HBYV DNA levels should be followed regularly after
treatment discontinuation.

- In HBeAg negative paediatric patients, treatment should
be administered until HBs seroconversion or there is
evidence of loss of efficacy.

Pharmacokinetics in paediatric patients with renal or
hepatic impairment have not been studied.
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