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Hemlibra® 30 mg/ml & 150 mg/ml
emicizumab
Solution for injection
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Hemlibra is indicated for routine prophylaxis to prevent bleeding or reduce the
frequency of bleeding episodes in patients with hemophilia A (congenital factor VIl
deficiency) with or without factor VIII inhibitors.
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Roche Pharmaceuticals (Israel) Ltd. 6 Hacharash St. Tel. + 972-9-9737777

Drugs Regulatory Affairs P.O.B. 6391 Fax + 972-9-9737850
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:Nan yTnn pTIv 4.4 Special warnings and precautions for use qwoa
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Immunogenicity

Development of neutralising anti-emicizumab antibodies with decreasing emicizumab
concentration leading to loss of efficacy has been uncommonly observed during
clinical trials (see sections 4.8 and 5.1). Patients with clinical signs of loss of efficacy
(e.q. increase in breakthrough bleeding events), should be promptly evaluated to
assess the etiology and other therapeutic options should be considered if neutralising
anti-emicizumab antibodies are suspected.
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Table 2 Summary of adverse drug reactions from pooled HAVEN clinical trials and
post-marketing surveillance with Hemlibra

[..]

General disorders and administration site | Injection site reaction Very common

conditions -
Pyrexia Common

Therapeutic response decreased’ | Uncommon

[..]

Loss of efficacy (therapeutic response decreased) manifest as an increase in breakthrough bleeding

has been reported with neutralising anti-emicizumab antibodies with decreasing emicizumab

concentration (see Description of selected adverse drug reactions and sections 4.4 and 5.1).

[..]

Immunogenicity

In the pooled phase lll clinical trials with Hemlibra, development of neutralising anti-
emicizumab antibodies associated with decreasing emicizumab concentration was
uncommon (see section 5.1). One patient, who developed neutralising anti-
emicizumab antibodies with decreasing emicizumab concentration, experienced loss
of efficacy (manifest as breakthrough bleeding) after five weeks of treatment and later
discontinued Hemlibra treatment (see sections 4.4 and 5.1).
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