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Study timelines
Date when funding contract was signed
Planned: 18/02/2020

Study start date
Planned: 31/12/2020

mailto:Sigal.kaplan@teva.co.il
https://catalogues.ema.europa.eu/institution/3331354


Actual: 09/12/2020

Date of final study report
Planned: 31/12/2028

Pharmaceutical company and other private sector 

More details on funding
Teva Branded Pharmaceutical Products R&D, Inc.

Sources of funding

Was the study required by a regulatory body?
Yes

Is the study required by a Risk Management Plan (RMP)?
Not applicable
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Study type:
Non-interventional study

Scope of the study:
Assessment of risk minimisation measure implementation or effectiveness

Main study objective:
to assess major congenital malformations, spontaneous abortions, stillbirths,
preeclampsia, eclampsia, preterm delivery, low birth weight, and small-for-
gestational age births in women exposed to AJOVY during pregnancy compared
to comparison groups unexposed to AJOVY.

Non-interventional study design
Cohort

Study Design

Medicinal product name
AJOVY

Medical condition to be studied
Migraine

Study drug and medical condition

Age groups

Population studied

https://www.ema.europa.eu/en/medicines/human/EPAR/ajovy


Term newborn infants (0 – 27 days)
Infants and toddlers (28 days – 23 months)
Adults (18 to < 46 years)

Special population of interest
Pregnant women

Estimated number of subjects
1000

Outcomes
major congenital anomalies, spontaneous abortions, stillbirths, preeclampsia,
eclampsia, preterm delivery, low birth weight, and small-for-gestational age
births.

Data analysis plan
Study data will be summarized using descriptive statistics. The prevalence of
major congenital malformations and secondary endpoints will be calculated as
the proportion of events identified in the database of all live births or of
pregnancies, as applicable. Analyses of the primary and secondary endpoints
between the AJOVY group and Comparison Groups I and II are the primary
comparisons of interest. Analyses using Comparison Groups III and IV are
considered supportive. Analyses will be performed to compare the rates of
major congenital malformations between the AJOVY group and each of
Comparison Groups I and II, using a generalized linear model, adjusting for
mother’s age as a continuous covariate, and stratified by gestational timing of
exposure.

Study design details

ENCePP Seal

Data management



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 (types)
Administrative healthcare records (e.g., claims)

Data sources

CDM mapping
No

Use of a Common Data Model (CDM)

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data quality specifications

Data characterisation

https://catalogues.ema.europa.eu/taxonomy/term/54036


Data characterisation conducted
No


