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Study description

The objective is to evaluate the potential effect of exposure to dupilumab in
pregnancy compared to the primary comparison group of disease-matched
pregnant women who are not exposed to dupilumab, and the secondary
comparison group of healthy pregnant women. The primary outcome of the
study is major structural defects, and the secondary outcomes of the study are
spontaneous abortion/miscarriage, stillbirth, elective termination/abortion,
premature delivery, small for gestational age, pattern of 3 or more minor
structural defects, postnatal growth of live born children to 1 year of age,
postnatal serious or opportunistic infections in live born children to 1 year of

age, and hospitalizations in live children up to 1 year of age.
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Study institution contact
Study Director Regeneron
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Primary lead investigator

Study Director Regeneron

Grimary lead investigatoD

Study timelines

Date when funding contract was signed
Actual: 11/01/2018

Study start date
Actual: 24/10/2018

Data analysis start date
Planned: 09/01/2026

Date of final study report
Planned: 09/07/2026

Sources of funding

e Other

e Pharmaceutical company and other private sector

More details on funding

Regeneron, Sanofi

Reqgulatory



Was the study required by a regulatory body?

Yes

Is the study required by a Risk Management Plan (RMP)?
EU RMP category 3 (required)

Other study registration identification numbers
and links

R668-AD-1639,NCT04173442

Methodological aspects
Study type
Study type list

Study type:

Non-interventional study

Scope of the study:

Assessment of risk minimisation measure implementation or effectiveness

Main study objective:

The objective is to evaluate the potential effect of exposure to dupilumab in
pregnancy compared to the primary comparison group of disease-matched
pregnant women who are not exposed to dupilumab, and the secondary

comparison group of healthy pregnant women.

Study Design



Non-interventional study design

Cohort
Study drug and medical condition

Medical condition to be studied
Dermatitis atopic

Asthma
Population studied

Age groups
e Adults (18 to < 46 years
Adults (46 to < 65 years
Adults (65 to < 75 years
Adults (75 to < 85 years
(

)
)
)
)

Adults (85 years and over)

Special population of interest

Pregnant women

Estimated number of subjects

500
Study design details

Outcomes



* Rate of major structural defects, ¢ Incidence of spontaneous abortion or
miscarriage and stillbirth « Incidence of elective termination/abortion
Incidence of premature delivery ¢ Incidence of small for gestational age
Incidence of a pattern of 3 or more minor structural defects ¢ Postnatal growth
deficiency ¢ Incidence of postnatal serious or opportunistic infections and

hosptializations in live born children

Data analysis plan

The analyses in this study aim to characterize and quantify outcomes of
interest. Following descriptive analyses of the study groups, frequencies of
outcomes by group and adjusted risk ratios will be calculated to compare

dupilumab exposed groups to the non-exposed groups.

Data management

ENCePP Seal

The use of the ENCePP Seal has been discontinued since February 2025.
The ENCePP Seal fields are retained in the display mode for transparency

but are no longer maintained.

Data sources

Data sources (types)
Other

Data sources (types), other

Exposure registry

Use of a Common Data Model (CDM)


https://catalogues.ema.europa.eu/taxonomy/term/54051

CDM mapping
No

Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown

Check logical consistency

Unknown
Data characterisation

Data characterisation conducted
No



