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Hepatitis B reactivation

Reactivation of hepatitis B in
patients who were previously
infected with the hepatitis B virus
(HBV) and had received
concomitant TNF-antagonists,
including Enbrel, has been reported.
This includes reports of reactivation
of hepatitis B in patients who were
anti-HBc¢ positive but HBsAg
negative. Patients should be tested
for HBV infection before initiating
treatment with Enbrel. For patients
who test positive for HBV infection,
consultation with a physician with
expertise in the treatment of hepatitis
B is recommended. Caution should
be exercised when administering
Enbrel in patients previously
infected with HBV. These patients
should be monitored for signs and
symptoms of active HBV infection
throughout therapy and for several
weeks following termination of
therapy. Adequate data from treating
patients infected with HBV with
anti-viral therapy in conjunction
with TNF-antagonist therapy are not
available. In patients who develop
HBYV infection, Enbrel should be
stopped and effective anti-viral
therapy with appropriate supportive
treatment should be initiated.

Hepatitis B virus reactivation
Reactivation of hepatitis B virus
(HBV) in patients who are
chronic carriers of this virus who
are receiving TNF-antagonists,
including Enbrel, has been
reported. Patients at risk for
HBYV infection should be
evaluated for prior evidence of
HBYV infection before initiating
Enbrel therapy. Caution should
be exercised when administering
Enbrel to patients identified as
carriers of HBV. If Enbrel is
used in carriers of HBV, the
patients should be monitored for
signs and symptoms of active
HBYV infection, and, if
necessary, appropriate treatment
should be initiated.

4.4 Special
warnings and
precautions for use

Etanercept crosses the placenta and
has been detected in the serum of
infants born to female patients
treated with Enbrel during
pregnancy. The clinical impact of
this is unknown, however, infants
may be at increased risk of infection.
Administration of live vaccines to
infants for 16 weeks after the
mother’s last dose of Enbrel is
generally not recommended.

4.6 Fertility,
pregnancy and
lactation




Immune system disorders:

Common: Allergic reactions
(see Skin and
subcutaneous tissue
disorders),
autoantibody
formation*

Uncommon: Systemic vasculitis
(including anti-
neutrophilic
cytoplasmic antibody
positive vasculitis)

Rare: Serious
allergic/anaphylactic
reactions (including
angioedema,
bronchospasm),
sarcoidosis

Not known: ~ Macrophage activation
syndrome*, worsening
of symptoms of
dermatomyositis

Immune system disorders:

Common: Allergic reactions
(see Skin and
subcutaneous
tissue disorders),
autoantibody
formation*

Uncommon: Systemic
vasculitis
(including anti-
neutrophilic
cytoplasmic
antibody positive
vasculitis)

Rare: Serious
allergic/anaphyla
ctic reactions
(including
angioedema,
bronchospasm),
sarcoidosis

Not known: ~ Macrophage
activation
syndrome*

4.8 Undesirable
effects
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