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Background: During clinical trials of cladribine in patients with multiple sclerosis (MS), contraception
was specified for men and women of child-bearing potential. Despite these precautions, pregnancies

occurred during the clinical trial programme.

Objective: To report pregnancy outcomes from an integrated analysis of safety for patients exposed

to cladribine during the clinical development programme in MS.

Methods: Pregnancy outcomes were recorded from an integrated analysis of safety of all exposed
patients (cladribine n=1976, placebo n=802). Data on pregnancies recorded as adverse events were

included from studies that involved treatment with parenteral cladribine or cladribine tablets.

Results: Overall, 64 pregnancies occurred among 57 women (44 pregnancies were in 38 women with
exposure to cladribine; 20 in 19 women who received placebo). Eighteen (41%) pregnancies in the
cladribine group and 9 (45%) in the placebo group resulted in live births. Among the pregnhancies that
did not lead to live births, 14 of those in the cladribine-treated group and 4 in the placebo group were
terminated by induced abortion on the patient’s decision; there were 9 spontaneous abortions

in women treated with cladribine, and 5 in women who received placebo (which is consistent with
epidemiological data on pregnancy outcomes), also, 3 medically indicated abortions were reported for
2 women treated with cladribine (2 due to ectopic pregnancy and 1 to choriocarcinoma) and 1 for a
placebo recipient (Dandy-Walker congenital malformation with placental abruption). Female partners
of 9 cladribine-treated males experienced 10 pregnancies, 9 of which resulted in live births (1
unknown outcome). Female partners of 2 placebo-treated males experienced 2 pregnancies (each

outcome unknown).



Conclusion: In this limited population of pregnancies with potential exposure to cladribine, no
congenital malformations were identified. Because of the potential for teratogenicity, further study is

warranted to better understand any risks that might be associated with cladribine in pregnancy.
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