sanofi

2024 ,yn

Cablivi
POWDER AND SOLVENT FOR SOLUTION FOR 1.V / S.C INJECTION
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CABLIVI is indicated for the treatment of adults and adolescents of 12 years of age and
older weighing at least 40 kg experiencing an episode of acquired thrombotic
thrombocytopenic purpura (aTTP), in conjunction with plasma exchange and
immunosuppression.
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4.1 Therapeutic indications

Cablivi is indicated for the treatment of adults and adolescents of 12 years of age and
older weighing at least 40 kg experiencing an episode of acquired thrombotic
thrombocytopenic purpura (aTTP), in conjunction with plasma exchange and
immunosuppression.

4.2 Posology and method of administration

[...]

Paediatric population

The safety and efficacy of caplacizumab in the paediatric population have not been
established in clinical trials. The posology of Cablivi in adolescents of 12 years of age
and older weighing at least 40 kg is the same as in adults (see section 5.2). No
recommendations can be made on the posology of Cablivi for paediatric patients below
40 kg of body weight.

5.1 Pharmacodynamic properties
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[...]
Paediatric population

See section 4.2 for information on paediatric use and section 5.2 for results of modelling
and simulation studies for paediatric patients. There are no clinical data for paediatric

patients.

5.2 Pharmacokinetic properties

[...]

Paediatric population

Based on data pooled from clinical studies in adults, a pharmacokinetic-
pharmacodynamic (PK/PD) population model was developed, describing the interaction
between caplacizumab and von Willebrand factor antigen (VWF:Ag), in different adult
populations following intravenous and subcutaneous administration of caplacizumab at
various dose levels. For children aged 2 to below 18 years of age, simulations were
performed based on this PK/PD model predicting that exposure and suppression of
vWF:Ag are expected to be similar to those in adults when 10 mg/day is used in children
with a bodyweight of >40 kg, and when 5 mg/day is used in children with a bodyweight
of <40 kg.
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12T No"%79 No7nin oy 217'wa (aTTP - acquired thrombotic thrombocytopenic purpura)
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