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Background: Observational data so far suggest that biologic disease modifying antirheumatic drugs (bDMARDs) can be
safely used in patients with rheumatoid arthritis (RA) until conception/awareness of pregnancy. However, little is known
about the course of the disease during pregnancy in women who stopped bDMARDs in the first trimester, how to treat
high disease activity (e.g. glucocorticoid use) and the influence of treatments on the birth outcome.
Objectives: To study the outcomes of pregnancies and the courses of disease activity in RA patients under different
treatment regimens.
Methods: We analysed pregnancies and their outcomes that were reported to the German biologics register RABBIT
until end of 2014, stratified by treatment at the time of conception. In a subgroup of patients with pregnancies reported
between 2001 and 2011, data of the regular RABBIT study visits were complemented by telephone interviews with
particular focus on the course of pregnancy as well as disease activity and treatment during pregnancy. Descriptive
statistics were applied to study associations between pregnancy outcomes and exposure to bDMARDs, glucocorticoid
use as well as the course of self-reported disease activity.
Results: In 1,715 female RA patients ≤ 45 years, 95 pregnancies in 78 patients were reported. At time of conception 51
pregnancies were exposed to bDMARDs (26x etanercept, 10x adalimumab, 4x tocilizumab, 4x certolizumab pegol, 3x
rituximab, 2x abatacept, 1x infliximab, and 1x golimumab). Out of 44 women unexposed to bDMARDs at time of
conception, 9 were biologic naive and 35 had received their last infusion or injection at least 4 weeks (rituximab 6
months) before conception (10x etanercept, 9x adalimumab, 2x tocilizumab, 1x infliximab, 13x rituximab).
The rates of spontaneous abortions were similar across treatment regimens and in the range of the rates of the general
population (~ 15-20%). Induced abortions were reported in 4 out of 95 pregnancies (one due to trisomia 21 with cardiac
defect).
More than one third of patients (37%) exposed to bDMARDs at conception also required bDMARDs and/or ≥10 mg/d
glucocorticoids later in pregnancy. All preterm births occurred in patients with ≥10 mg/d glucocorticoids.
Table: Pregnancy outcomes in the cohort and the interviewed subgroup (the latter with course of disease and treatment
during pregnancy). LI = last infusion/injection before conception, ADA = adalimumab, RTX = rituximab
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Conclusions: Within this limited sample of pregnancies we confirmed previous reports and found no increased risk of
malformations or other harmful consequences in patients exposed to biologic treatment around the time of conception.
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