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*�Solo se debe utilizar DUPIXENT® durante  
el embarazo si el beneficio potencial justifica 
el riesgo potencial para el feto.1
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 �Existen casos en los que se experimenta una exacerbación de 
una DA preexistente durante el embarazo (20 % de todos los 
casos). La mayoría desarrolla una DA de nueva aparición (80 %)2

 �La mayoría de las mujeres con DA preexistente (20 %) 
experimenta un empeoramiento de los síntomas o ningún 
cambio durante el embarazo2

  �Solo 1 de cada 5 experimenta una mejora2

PERSPECTIVAS DE LA DA DURANTE EL EMBARAZO, Y CAMBIOS HORMONALES2

2 3

Dermatosis del embarazo. Diagnóstico diferencial de las dermatosis en el embarazo, incluyendo los trimestres 
típicamente asociados con el inicio de la DA y su curso clínico. 
Figura extraída de Munera-Campos M, Carrascosa JM. Am J Clin Dermatol. 2024.2

D
ER

M
AT

O
SI

S 
D

EL
 E

M
BA

RA
ZO

IMPLANTACIÓN  
Y PLACENTACIÓN
- �Citoquinas proinflamatorias.
- �Transición a la respuesta  

de tipo Th2

CRECIMIENTO FETAL
- �Respuesta de tipo Th2 

marcada
- Entorno antiinflamatorio

PARTO
- �Respuesta de tipo Th1

Gravedad en un 40-50 %=

1º TRIMESTRE 2º TRIMESTRE 3º TRIMESTRE

DIAGNÓSTICO DIFERENCIAL:
- �Prurito asociado al embarazo  

(con o sin erupción).
- �Dermatosis no relacionadas  

con el embarazo.

COLESTASIS INTRAHEPÁTICA DEL EMBARAZO

PENFIGOIDE GESTACIONAL

ERUPCIÓN POLIMORFA DEL EMBARAZO

50 %

50 %

ANTES  
DEL EMBARAZO

DURANTE  
EL EMBARAZO

Gravedad en un 30-40 %

Gravedad en un 20 %

20 % DA preexistente 80 % DA de nueva aparición

ERUPCIÓN ATÓPICA DEL EMBARAZO  
(inicio antes del 3º trimestre en el 75 % de los casos)

Los cambios hormonales e inmunológicos  
en el embarazo pueden contribuir al desarrollo  

de diferentes enfermedades atópicas2
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Abstract
Hormonal and immunologic changes during pregnancy can contribute to the development of different dermatoses, the 
most common of which is atopic eruption of pregnancy (AEP). Of atopic dermatitis (AD) cases during pregnancy, 80% are 
new-onset presentations, while 20% represent recurrences or exacerbations of preexisting disease. Evidence on the effects 
of previous AD on fertility is limited. Different factors influence women’s desire to conceive in this setting, and it has been 
hypothesized that barrier defects and systemic inflammation could contribute to biologic infertility, although more data are 
needed. Clinical practice suggests a tendency toward undertreatment in pregnant woman due to concerns about potential 
effects on obstetric and fetal outcomes. However, pregnant women should be offered adequate and safe treatments, prefer-
ably on an individual basis. The aim of this review was to summarize the evidence on disease course in pregnant women 
with AD and the challenges associated with its diagnosis and management. We also review the current evidence on the use 
of conventional and novel systemic therapies for AD in this population.

Key Points 

Immunologic and hormonal changes during pregnancy 
can lead to worsening of preexisting atopic dermatitis 
(AD) or new-onset presentations, both of which are now 
referred to as atopic eruption of pregnancy (AEP).

The treatment of AEP can be challenging, as data on the 
safety of systemic therapies during gestation are limited.

This review summarizes available data on the influence 
of AD on fertility, disease course during pregnancy, 
differential diagnosis, and therapeutic options, including 
novel therapies.

1 Introduction

Unique and complex immunologic mechanisms that occur 
during pregnancy allow the fetus—an allograft—to survive 
and grow without being rejected by the maternal immune 
system and to evade infection [1]. This immunologic para-
dox [2] of pregnancy is driven, at least in part, by the sex 
hormones estrogen and progesterone, which modulate the 
local cytokine environment at the maternal-fetal interface, 
decrease natural killer cell cytotoxicity, and regulate mater-
nal immunoglobulin (Ig) G production [1, 3]. Progester-
one appears to be the main factor involved in driving the 
expansion of T-helper (Th) 2 cells [4], while suppressing 
Th1/Th17 activities; although this might be favorable for 
the maintenance of pregnancy, it can also contribute to the 
development of atopic disease [5, 6].

The complex and reciprocal interactions between meta-
bolic, endocrine, immunologic, and nervous system changes 
that occur during pregnancy have a strong influence on the 
skin and can lead to both physiologic and pathologic changes 
and dermatoses [7]. Pregnant women can experience aggra-
vation of preexisting atopic dermatitis (AD) or develop AD 
for the first time. AD is the most common skin disease asso-
ciated with pregnancy, and is now referred to as atopic erup-
tion of pregnancy (AEP) [8].

A limited number of studies have suggested that AD 
might have a negative impact on fertility [9]. Moreover, 
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La progesterona parece ser el principal factor implicado  
en impulsar la expansión de las células Th2 a la vez  
que suprime la actividad de las células Th1/Th17:2

 Favorable para el mantenimiento del embarazo

 Contribuye al desarrollo de enfermedades atópicas



POSICIONAMIENTO EN LA LITERATURA SOBRE TRATAMIENTOS SISTÉMICOS PARA LA DA EN EL EMBARAZO Y/O LACTANCIA3

DUPIXENT® es probablemente seguro en el embarazo y lactancia,  
            basado en los datos actuales de práctica clínica real2

 �El objetivo de esta revisión es ayudar a la toma de decisiones clínicas en adultos con DA que estén considerando la terapia sistémica3

Embarazo Lactancia

Biológicos

Dupilumab

Los informes de casos 
limitados y los estudios 
en animales no sugieren 
preocupaciones de 
seguridad aumentadas 
o teratogenicidad en el 
embarazo

Los informes de casos 
limitados y los estudios 
en animales no sugieren 
preocupaciones de 
seguridad aumentadas  
en el periodo de lactancia

Tralokimumab Evidencia insuficiente Evidencia insuficiente

Lebrikizumab Evidencia insuficiente Evidencia insuficiente

Nemolizumab* Evidencia insuficiente Evidencia insuficiente

Embarazo Lactancia

Inhibidores de la JAK

Abrocitinib Contraindicado Contraindicado

Upadaticinib Contraindicado Contraindicado

Baricitinib Contraindicado Contraindicado

Tabla de Kim RW, et al. Am J Clin Dermatol. 2024.3 
El rojo indica una contraindicación en la mayoría de los casos.

Tabla de Kim RW, et al. Am J Clin Dermatol. 2024.3 
*No aprobado para su uso en el tratamiento de la DA en España. 
El rojo indica una contraindicación en la mayoría de los casos; el amarillo indica que la información disponible 
es limitada y que se justifica cierta precaución; el gris indica que no hay evidencia directa disponible, pero que no 
se anticipan daños asociados al uso en esa población específica.

Para más información sobre el uso de cada uno de los productos durante el embarazo y la lactancia, consultar la ficha técnica completa correspondiente.
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Abstract
Therapeutic options for people with moderate or severe atopic dermatitis refractory to topical therapy have rapidly expanded 
in recent years. These new targeted immunomodulatory agents—biologics and Janus kinase (JAK) inhibitors—have each 
demonstrated high levels of efficacy and acceptable safety in mostly placebo-controlled clinical trials for atopic dermatitis, 
but there is no universally applicable algorithm to help choose between them for a given patient. Hence, patients and physi-
cians should utilize shared decision making, discussing efficacy, safety, mode of delivery, monitoring, costs, speed of onset, 
and other factors to reach individualized treatment decisions. In this review, we try to aid shared decision making by sum-
marizing the efficacy, safety, and monitoring of biologics and oral JAK inhibitors for adults with atopic dermatitis. Network 
meta-analyses suggest that higher doses of abrocitinib and upadacitinib are more effective than biologics. They also show 
that, among biologics, dupilumab is likely more effective than tralokinumab and lebrikizumab. Biologics are generally con-
sidered safer than JAK inhibitors, although concerns about JAK inhibitors are mainly extrapolated from older generation 
JAK inhibitors used in higher-risk populations. We also outline evidence and considerations for choosing and using systemic 
immunomodulatory treatments for special populations including pregnant individuals, those with human immunodeficiency 
virus (HIV), hepatitis B and C, end stage kidney disease, and older adults.

Key Points 

Atopic dermatitis is a complex, chronic inflammatory 
skin condition that can be effectively managed with 
systemic, targeted therapies such as biologics and Janus 
kinase inhibitors.

Shared decision making, considering relative efficacy, 
safety, and individual patient characteristics and values 
are important when choosing between these medications.

1 Introduction

Atopic dermatitis is a heterogeneous disease primarily 
characterized by chronic, eczematous pruritic skin lesions 
[1]. Severe pruritus, skin pain, swelling, and xerosis, along 
with sleep disturbances, mental health comorbidities and 
associated atopy contribute to a decreased quality of life, 
particularly in patients with moderate-to-severe disease 
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USO DE DUPIXENT® EN MUJERES EN EDAD FÉRTIL, EN LA CONCEPCIÓN, EN EL EMBARAZO Y LA LACTANCIA1
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4.6 Fertilidad, embarazo y lactancia1

Embarazo
Hay datos limitados relativos al uso de dupilumab en mujeres 
embarazadas. Los estudios en animales no sugieren efectos 
perjudiciales directos ni indirectos en términos de toxicidad para 
la reproducción. 

Solamente se debe utilizar dupilumab durante el embarazo si el 
beneficio potencial justifica el riesgo potencial para el feto.

Lactancia
Se desconoce si dupilumab se excreta en la leche materna o si 
se absorbe sistémicamente después de su ingestión. Se debe 
decidir si es necesario interrumpir la lactancia o interrumpir el 
tratamiento con dupilumab teniendo en cuenta el beneficio de la 
lactancia para el niño y el beneficio del tratamiento para la madre.

Fertilidad
Los estudios en animales mostraron que no se producía deterioro 
de la fertilidad.

5.3 Datos preclínicos sobre seguridad1

Durante un estudio de toxicología reproductiva realizado  
en monos, utilizando un anticuerpo sustituto específico para  
IL-4Rα de monos, no se observaron anomalías fetales en las  
dosis que saturan la IL-4Rα.

Un estudio de desarrollo mejorado pre y posnatal no reveló 
efectos adversos en animales en estado de gestación ni en su 
descendencia hasta los 6 meses después del parto/nacimiento.

Los ensayos de fertilidad realizados en ratones macho y hembra 
usando un anticuerpo sustituto contra la IL-4Rα  
no mostraron alteración de la fertilidad.

Ficha  

técnica

Solo se debe utilizar DUPIXENT® durante el embarazo si el beneficio potencial justifica el riesgo potencial para el feto1



RWE EN ESPAÑA: EXPERIENCIA CLÍNICA REAL DE DUPIXENT® DURANTE EL EMBARAZO Y LA LACTANCIA4

En esta serie los resultados materno-fetales fueron excelentes, destacando que el uso  
     de DUPIXENT® en este subgrupo de pacientes tiene su lugar, precedido de una evaluación cuidadosa*4

 �Estudio retrospectivo multicéntrico4

 �11 pacientes embarazadas y 2 mujeres en periodo de lactancia4

 �EASI basal = 34,94

Evaluación de las puntuaciones EASI, picor y DLQI a las semanas 0, 
16, 24 y 52 en 12 pacientes (P) durante el embarazo y/o lactancia.

 �Ninguna de las mujeres sufrió aborto ni complicaciones 
durante el embarazo o puerperio4

 �El perfil de seguridad de DUPIXENT® durante el embarazo: 
según los datos de farmacovigilancia, no se informó de 
ningún efecto adverso4

El 83,3 % de las pacientes alcanzó EASI-75  
en la semana 16, y este porcentaje fue  

aún mejor en la semana 52 (90,0 %)4

Figura extraída de Escolà H, et al. J Eur Acad Dermatol Venereol. 2023.4

*Solo se debe utilizar DUPIXENT® durante el embarazo si el beneficio potencial justifica el riesgo potencial para el feto.1
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L E T T E R  T O  T H E  E D I T O R

Dupilumab for atopic dermatitis during pregnancy and 
breastfeeding: Clinical experience in 13 patients

Dear Editor,
Atopic dermatitis (AD) affects patients of reproductive age 
and can worsen or start during pregnancy.1 The high preva-
lence of AD in childbearing age women highlights the need 
to determinate the safety of biologics during pregnancy and 
lactation. Currently, data are limited regarding the use of 
dupilumab in pregnant/breastfeeding women.2 The aim of 
this report is to describe our experience using dupilumab 
during pregnancy/breastfeeding in 13 women with AD.

We conducted a multicentre retrospective case series 
study with 11 pregnant and two breastfeeding women in-
cluded. All suffered from moderate- to- severe AD with mean 
EASI score before initiating dupilumab of 34.9 (0– 72). The 
mean time of exposure to dupilumab was of 6.8 ± 2.9 and 
11.5 ± 3.2 months during pregnancy and breastfeeding, re-
spectively. Patients' characteristics, treatments received be-
fore dupilumab, reasons that led to initiate this treatment 
as well as the cause of treatment discontinuation are men-
tioned in Table 1. The 83.3% of the patients reached EASI- 75 
at Week 16 and this percentage was even better at Weeks 24 
(90.9%) and 52 (90.0%). At Week 16, pruritus NRS and DLQI 
scores were considerably reduced, maintaining these good 
results at Weeks 24 and 52 (Figure 1). Regarding materno- 
fetal outcomes, 11 pregnant women gave birth to 12 babies. 
Eight were eutocic, vaginal deliveries and three were dys-
tocic deliveries (one vacuum- assisted and two caesarean- 
deliveries). Ten (90.9%) were full- term pregnancies, without 
complications during delivery and giving birth to normal 
weight babies. One was a twin pregnancy that required a 
caesarean- section, giving birth two premature babies (Week 
35) with low weigh (1.5 and 2.0 kg, respectively) but with a 
proper development and weight gain. None of the women 
suffered a miscarriage neither complications during preg-
nancy or puerperium. Moreover, none of the babies have 
suffered from AD to date.

Management of AD during both pregnancy and 
breastfeeding is challenging, especially in severe forms, 
due to the lack of clinical studies investigating effects of 
novel treatments on fertility, pregnancy and lactation. 
Dupilumab, as other IgG antibodies, is expected to cross 
the placental barrier, especially in the second and third 
trimesters of pregnancy.3 However, studies using animal 
models have shown no direct or indirect harmful effects in 
terms of reproductive toxicity.4 The European Medicines 

Agency reported that the spontaneous abortion rate in 
patients treated with dupilumab did not exceed that of 
the general population.4 Additionally, a study that as-
sessed the safety profile of dupilumab during pregnancy 
using pharmacovigilance data did not find any adverse 
effects.5 Moreover, seven case reports published of preg-
nant women treated with dupilumab resulted in livebirths, 
with only one premature birth and another infant with 
low birth weight reported.1,2,6– 10 Regarding breastfeed-
ing, secretion and absorption of dupilumab is thought to 
be minimal due to its high molecular weight and its deg-
radation by acid and proteolytic enzymes in the infant's 
gut, respectively. Notwithstanding, during the first 3 days 
postpartum there are wide gaps between the breast alveo-
lar cells which may allow the passage of immunoglobulins 
through them.1 For these reasons it is recommended to 
avoid breastfeeding or the use of dupilumab during a short 
postpartum period and in preterm infants who are likely 
to have an immature gastrointestinal tract. There is only 
one case report published of a woman treated with dupi-
lumab whom breastfeed her infant for at least 4 months in 
which no complications were reported.2

In conclusion, data are limited regarding the use of dup-
ilumab during pregnancy/breastfeeding. We report the 
largest case series yet described of patients with moderate- 
to- severe AD treated with this drug during pregnancy/lacta-
tion. In our series maternal- foetal outcomes were excellent, 
highlighting that dupilumab use in this subgroup of patients 
has its place but should be preceded by careful assessment.
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Figura extraída de Johnson DL, et al. 2024.5

DISEÑO Y RECLUTAMIENTO DEL ESTUDIO DE SEGURIDAD POSCOMERCIALIZACIÓN DE DUPIXENT® DURANTE EL EMBARAZO5

10 11

INTRODUCTION

Dupilumab is a recombinant human immunoglobulin G (IgG) 4

monoclonal antibody that inhibits interleukin-4 and interleukin 13

signaling. Dupilumab is approved in the United States and Canada

for the treatment of moderate-to-severe atopic dermatitis (AD) and

asthma, among other indications. Safety data for dupilumab

exposure during pregnancy are limited. This North American post-

authorization safety study (PASS) monitors pregnancy and infant

outcomes in participants exposed to dupilumab when used to treat

AD and/or asthma (NCT04173442). 

The study assesses the risk of the following outcomes in dupilumab-

exposed pregnancies compared to a diseased-matched comparison

(DC) group and a healthy comparison (HC) group:

Pregnancy Outcomes:

Spontaneous abortion / miscarriages

Elective termination

Stillbirth

Preterm delivery

Infant Outcomes: 

Major structural birth defects

Pattern of 3 or more minor structural defects

Small for gestational age at birth

Postnatal growth to 1 year of age

Serious or opportunistic infections to 1 year of age 

Hospitalizations to 1 year of age

METHODS

This prospective cohort study compares pregnancy outcomes in dupilumab-exposed participants to DC and

HC participants without dupilumab exposure. Participants exposed to dupilumab during pregnancy not

meeting eligibility criteria for the cohort study (e.g., retrospective ascertainment) are enrolled into an

“exposure series”.  The recruitment goal is 500 total participants over 5 years. Data are captured through

maternal interviews, medical records, a dysmorphology exam for liveborn infants, and maternal disease

severity measurements. 

Study Design and Recruitment into the North American Post-authorization Safety Study (PASS)
to Monitor Pregnancy and Infant Outcomes Following Dupilumab Exposure During Pregnancy 

KEYWORDS: Dupilumab, Pregnancy, Birth Defects

Funding Source: Research was sponsored by Regeneron Pharmaceuticals Inc. and funded by Sanofi and Regeneron Pharmaceuticals Inc.
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CONCLUSIONS

This ongoing pregnancy registry will evaluate the potential effect of exposure to dupilumab in pregnancy.

Diana L. Johnso   , Ronghui X     ,  Yunjun Luo   ,  Kenneth Lyons Jone   , Christina D. Chamber     , and the OTIS Collaborative Research Group

 epartment of Pediatrics, University of California San Diego, La Jolla, CA, USA;     epartment of Family Medicine and Public Health,
University of California San Diego, La Jolla, CA, USA; and    epartment of Mathematics, University of California San Diego, La Jolla, CA, USA

RESULTS

Between October 24, 2018 and July 31, 2023, 466 participants were enrolled into the cohort study, 202

dupilumab-exposed, 165 DC, and 99 HC; additionally, 38 participants were enrolled into the dupilumab

exposure series. 

u   2,3 Y 1 s 1 s 1, 2
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Estudio de cohortes prospectivo:5  
N = 466

 �202 expuestas a DUPIXENT®

 �165, grupo de comparación con DA
 �99, grupo de comparación sin DA

Además, se inscribieron 38 participantes en la serie de exposición 
a DUPIXENT®:5

Este registro de embarazo evaluará el efecto potencial de la exposición 
a DUPIXENT® durante el embarazo5

Reclutamiento del estudio

Expuestas  
a DUPIXENT®

200 202

100 99

38

200

165

Cohorte  
con DA

Objetivo del reclutamiento Reclutadas

Cohorte  
sin DA

Serie de  exposición  
a DUPIXENT®

250

200

150

100

50

0

El estudio evalúa el riesgo de los siguientes resultados en mujeres 
embarazadas expuestas a DUPIXENT® frente a un grupo de 
comparación con DA y un grupo de comparación sin DA:5

Resultados del embarazo:
 �Aborto espontáneo
 �Interrupción electiva
 �Muerte fetal
 �Parto prematuro

Resultados del bebé:
 �Defectos estructurales mayores al nacer
 �Patrón de 3 o más defectos estructurales menores
 �Pequeño para la edad gestacional al nacer
 �Crecimiento posnatal hasta el primer año de vida
 �Infecciones graves u oportunistas hasta el primer año 
de vida
 �Hospitalizaciones hasta el primer año de vida

Las participantes expuestas a DUPIXENT® durante el embarazo que no cumplieron 
con los criterios de elegibilidad para el estudio de cohorte (por ejemplo, determinación 
retrospectiva) se inscribieron en una serie de exposición.5


