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L E T T E R  T O  T H E  E D I T O R

Certolizumab pegol for plaque psoriasis in women of childbearing 
potential, pregnant or breastfeeding in clinical settings: One-year 
outcomes from the international noninterventional CIMREAL 
study

Dear Editor,
Psoriasis onset in women often overlaps with the peak re-
productive age (18 and 45 years).1 This presents unique 
challenges in the management of psoriasis in women of 
childbearing potential (WoCBP). Certolizumab pegol (CZP), 
a TNF inhibitor which lacks the Fc region of the IgG mole-
cule resulting in no-to-minimal transfer across the placenta 
or into breast milk, is recommended for WoCBP, including 
those who are pregnant or breastfeeding.2,3 However, real-
world data on its effectiveness and safety in these popula-
tions are limited.

In CIMREAL, a prospective, noninterventional study 
across nine countries in Europe and Canada (2019–2022), 
the effectiveness and safety of CZP were evaluated in patients 
with moderate to severe psoriasis. Out of 399 patients, 272 
were women.4 This report here focuses on WoCBP (n = 193), 
including pregnant patients (n = 24) and breastfeeding pa-
tients (n = 12), to provide real-world insights into these un-
derreported populations.

Improvements in Psoriasis Area and Severity Index 
(PASI) and Dermatology Life Quality Index (DLQI) out-
comes were noted over a 1-year period in WoCBP, pregnant 
and breastfeeding women. These improvements were more 
pronounced in WoCBP and pregnant cohorts when adher-
ing to the on-label CZP dosing. PASI and DLQI assessments 
were conducted for the full analysis set (Table 1). Despite the 
differences in BMI (6 with BMI >30, 9 with BMI >25), prior 
biologic exposure (11 with prior use and 6 exposed to two 
biologics during pregnancy) and initial CZP exposure in 
various stages of pregnancy (14 preconception, 1 in the first 
and 6 in the second trimester), consistent disease control, 
indicating drug effectiveness and treatment adherence was 
observed at all time points in the pregnant cohort.

In the WoCBP cohort, 36.3% experienced adverse events 
(AEs), with 13% having serious AEs. The most common AEs 
were related to drug ineffectiveness (10.9%), peri-pregnancy 
events (10.4%) and COVID-19 infection (5.2%). No new 
safety issues were reported.4

Of the 15 known pregnancy outcomes, 13 were live births 
(86.6%, including 3 preterm births), 1 was a spontaneous 
abortion and 1 an ectopic pregnancy. Existing literature 
shows a 2.5% higher risk of ectopic pregnancy in women 
with moderate to severe psoriasis.5 No congenital malfor-
mations or serious neonatal complications were reported. 
These data align with UCB pharmacovigilance data for 
CZP-exposed pregnancies, indicating similar outcomes to 
the general population.6 Table 2 provides details on individ-
ual patient characteristics and pregnancy outcomes.

Female sex is an established risk factor for treatment 
discontinuation in psoriasis.7 However, we observed a 
moderate to low discontinuation rate (20.2%) and a high 
cumulative probability of on-drug survival (87.5% by 
Kaplan–Meier analysis) in the WoCBP cohort at 1 year, 
suggesting that patients experienced sustained therapeu-
tic benefit of CZP in a real-world setting. The pregnancy 
cohort had a slightly higher discontinuation rate (26.1%) 
than WoCBP, likely due to concerns about fetal harm. 
In contrast, the literature reports 77.6% discontinuation 
rate for biologic treatments during pregnancy,8 likely in-
creasing the risk of disease f lares9 or adverse pregnancy 
outcomes.10

Our study has limitations inherent in its exploratory na-
ture. CIMREAL was not specifically designed for WoCBP, 
and subgroup analyses lacked adjustment for confounders. 
Incomplete data on pregnancy outcomes, a small sample 
size for pregnant and breastfeeding women and reliance on 
investigator-determined WoCBP and self-reported preg-
nancy may limit the generalizability and accuracy of the 
findings.

This analysis of the CIMREAL data is the first to 
demonstrate the effectiveness and safety of CZP in women 
of childbearing potential, including pregnant and breast-
feeding patients. CZP provides effective psoriasis con-
trol with minimal fetal drug exposure during pregnancy 
and breastfeeding. Overall, these findings may facilitate 
informed discussions between physicians and patients 
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regarding management of psoriasis during this sensitive 
period in a woman's life.
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ET H IC A L A PPROVA L
Reviewed and approved by the respective ethics committees 
of all participating centres.

ET H IC S STAT E M E N T
CIMREAL was conducted in accordance with the 
International Conference on Harmonisation Good Clinical 
Practice (ICH-GCP) guidelines and with the Helsinki 
Declaration of 1975, as revised in 1983. The patients in this 
manuscript have given written informed consent to the pub-
lication of their case details.
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