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Mantle Cell Lymphoma
CALQUENCE is indicated for the treatment of adult patients with mantle cell ymphoma (MCL) who

have received at least one prior therapy.

Chronic Lymphocytic Leukemia or Small Lymphocytic Lymphoma
CALQUENCE is indicated for the treatment of adult patients with chronic lymphocytic leukemia (CLL)

or small lymphocytic lymphoma (SLL).
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11. USE IN SPECIFIC POPULATIONS

11.1. Pregnancy
Risk summary
Based on findings in animals, CALQUENCE may cause fetal harm_and dystocia when administered to
a pregnant woman. There are no available data in pregnant women to inform the drug-associated risk.
In animal reproduction studies, administration of acalabrutinib to animals during organogenesis
resulted in dystocia in rats and reduced fetal growth in rabbits at maternal exposures (AUC) 2 times
exposures in patients at the recommended dose of 100 mg approximately every 12 hours (see Data).
Advise pregnant women of the potential risk to a fetus.
The estimated background risk of major birth defects and miscarriage for the indicated population is

unknown.

13.3  Pharmacokinetics
Drug Interaction Studies
Effect of CYP3A Inhibitors on Acalabrutinib
Co-administration with a strong CYP3A inhibitor (200 mg itraconazole once daily for 5 days)

increased the acalabrutinib Cmax by 3.9-fold and AUC by 5.1-fold in healthy subjects.




Physiologically based pharmacokinetic (PBPK) simulations with acalabrutinib and moderate
CYP3A inhibitors (erythromycin, fluconazole, diltiazem) showed that co-administration increased
acalabrutinib Cmax and AUC increased approximately by 2- to almest-3-fold.
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