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CABLIVI is indicated for the treatment of adults experiencing an episode of acquired thrombotic
thrombocytopenic purpura (aTTP), in conjunction with plasma exchange and
immunosuppression.
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4.4 Special warnings and precautions for use

Bleeding

tiveelinically-sionificant bleeding
Cablivi increases the risk of bleeding. Cases of major bleeding, including life-threatening
and fatal bleeding have been reported in patients receiving caplacizumab, mainly in those
using concomitant anti-platelet agents or anticoagulants. Caplacizumab should be used
with caution in patients with underlying conditions that may predispose them to a higher
risk of bleeding

In case of-aetive, clinically significant bleeding, treatment with Cablivi should be
interrupted. If needed, the use of von Willebrand Factor concentrate could be considered
to correct hemostasis. Cablivi should only be restarted upon the advice of a physician
experienced in the management of thrombotic microangiopathies. If Cablivi is restarted,
monitor closely for signs of bleeding.
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In the setting of concomitant use of oral anticoagulants, anti-platelet agents or hish-dose
heparin
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The risk of bleeding isPue-to-a-petential increased with concomitant use of Cablivi with
drugs affecting hemostasis and coagulation. Initiationrisk-efbleeding,initiation or
continuation of treatment with oral anticoagulants (e.g.., vitamin K antagonists or direct
oral anticoagulants [DOAC] such as thrombin inhibitors or factor Xa inhibitors), anti-
platelet agents orerhigh-dese heparin requires a careful considerationbenefit/risk

assessment and close clinical monitoring.

In patients with coagulopathies

Due to a potential increased risk of bleeding, use of Cablivi in patients with underlying
coagulopathies (e.g. hemophilia, other coagulation factor deficiencies) is-temust be
accompanied by close clinical monitoring.

In patients undergoing surgery

If a patient is to undergo elective surgery-, an invasiveera dental procedure or other
invasive interventions, the patient must sheuld-be advised to inform the physician or
dentist that they are using caplacizumabCablivi, and it is recommended to withhold
treatment should-be-steppedfor at least 7 days before the planned intervention. The
patient mustshould also notify the physician who supervises the treatment with
caplacizumab€ablivi about the planned procedure. After the risk of surgical bleeding has
resolved, and caplacizumab is resumed, the patient should be monitored closely for signs

of bleeding.

If emergency surgery is needed, the use of von Willebrand Factor concentrate is
recommended eexld-be-considered-to correct hemostasis.

4.8 Undesirable effects

Bleeding

In clinical studies, bleeding events occurred in different body systems, independent of
treatment duration. In the postmarketing setting, cases of major bleeding, including life-
threatening and fatal bleeding have been reported in patients receiving caplacizumab,
mainly in those using concomitant anti- platelet agents or ant1coagulants In case
ofAltheusk .
W&S@lﬂ%ﬁeéraﬂekaﬂ—resehleé—h%%eﬁaea% chmcally 51gn1ﬁcant bleedlng,
consider actions outlined in sections 4.4 and 4.9.
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