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Introduction:Introduction:

A significant proportion of people with multiple sclerosis (MS) are women of childbearing age and the number

of those exposed to ocrelizumab (OCR) close to pregnancy is increasing. Currently, OCR labelling advises

contraception during treatment and for 6–12 months thereafter; however, an increasing number of

pregnancies are occurring in this interval.

Objectives/Aims:Objectives/Aims:

To report pregnancy and infant outcomes among women with MS exposed to OCR before or during pregnancy

and/or breastfeeding.

Methods:Methods:

Pregnancies from the Roche safety database were analysed. Maternal OCR exposure was defined as ≥1

infusion; in utero exposure was defined as an infusion ≤3 months (M) prior to the last menstrual period (LMP)
or during pregnancy. Foetal death was termed spontaneous abortion (SA) if <22 complete gestational weeks

(GW), or stillbirth if later. Live births (LB) were preterm if <37 complete GW. Major congenital anomalies

(MCA) were classified via EUROCAT 1.5. Infant exposure through breastfeeding was recorded if lactating

mothers received OCR postpartum.

Results:Results:

As of 12 July 2023, 3,244 cumulative MS pregnancies were reported; 2,444 were reported prospectively, 793

retrospectively, seven unspecified. A total of 855 prospective pregnancies were considered in utero exposed;

most occurred ≤3M before LMP (n=572), followed by first (n=258) and later trimesters (n=25). Amongst

prospectively reported pregnancies with known outcomes (n=1,144), 83.6% resulted in LB. In utero exposed

and non-exposed groups had similar proportions of LB (84.2% vs 88.3%), full-term (65.7% vs 70.9%) and

preterm (9.5% vs 8.7%) LB, and SA (7.4% vs 9.1%). Elective abortions were more frequent in the exposed group

(7.4% vs 1.7% in the non-exposed group). The proportion of LB with MCA was similar between the exposed



and non-exposed group (2.1% vs 1.9%) and remained within epidemiological background. Of 122 infants with

breastfeeding exposure, 27 were also exposed in utero. As of 28 March 2024, approximately 4,000 cumulative

MS pregnancies were reported. Updated pregnancy outcomes and 1-year infant outcomes will be presented.

Conclusion:Conclusion:

This is the largest dataset of pregnancy outcomes for an anti-CD20 therapy in MS. In utero exposure to

ocrelizumab, primarily occurring ≤3M before the LMP and first trimester, did not increase the risk of adverse

pregnancy or infant outcomes compared with the epidemiological background of both MS and the general

population. Counselling remains an important approach to ensure optimal outcomes for mothers and infants.
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