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Study description
This study uses data collected from the COVID-19 International Drug Pregnancy
Registry (COVID-19 PR) to 1) provide descriptive analysis of pregnancy and
infant outcomes in patients treated with casirivimab + imdevimab, and 2)
provide descriptive analysis of pregnancy and infant outcomes for casirivimab
+ imdevimab against comparator groups consisting of pregnant women that
were hospitalized but not treated with a medication specifically indicated for
the treatment of mild to severe COVID-19.

Roche, the Marketing Authorization Holder (MAH), terminated participation in
the COVID-PR and associated GA43744 study in May 2024 due to low
enrollment associated with diminished in vitro neutralizing potency of
casirivimab + imdevimab against Omicron subvariants.
Due to a lack of data, no secondary data analyses were performed.
Official cancellation of this study was initiated on 2 August 2024.

Study status
Discontinued
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Contact details

Study institution contact

Vincent Yau
Study contact

global.clinical_trial_registry@roche.com

Primary lead investigator

Vincent Yau
Primary lead investigator

Institutions

Pregistry
First published: 01/02/2024

Last updated: 01/02/2024

Institution

Date when funding contract was signed
Planned: 02/11/2021
Actual: 15/02/2022

Study start date

Study timelines

mailto:global.clinical_trial_registry@roche.com
https://catalogues.ema.europa.eu/institution/3331502


Planned: 02/11/2021
Actual: 15/02/2022

Date of final study report
Planned: 01/12/2027

Pharmaceutical company and other private sector 

More details on funding
F. Hoffmann-La Roche Ltd

Sources of funding

Was the study required by a regulatory body?
Yes

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

Regulatory

GA43744

Other study registration identification numbers
and links

Study type list
Study type
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Study topic:
Disease /health condition
Human medicinal product

Study type:
Non-interventional study

Scope of the study:
Safety study (incl. comparative)

Data collection methods:
Secondary use of data

Main study objective:
The main objective of the study is to evaluate the effect that medications
indicated for the treatment of mild to severe COVID-19 have on obstetric,
neonatal, and infant outcomes.

Non-interventional study design
Cohort

Study Design

Name of medicine
RONAPREVE

Study drug and medical condition



Study drug International non-proprietary name (INN) or common name
CASIRIVIMAB
IMDEVIMAB

Anatomical Therapeutic Chemical (ATC) code
(J06BD07) casirivimab and imdevimab
casirivimab and imdevimab

Medical condition to be studied
COVID-19
Pregnancy

Age groups
Neonate
Preterm newborn infants (0 – 27 days)
Term newborn infants (0 – 27 days)
Infants and toddlers (28 days – 23 months)
Adults (18 to < 65 years)
Adults (18 to < 46 years)
Adults (46 to < 65 years)

Special population of interest
Pregnant women

Estimated number of subjects
200

Population studied

Study design details



Outcomes
Obstetric outcomes (e.g. miscarriage, stillbirth, neonatal death, maternal death,
preterm delivery, etc.), neonatal outcomes (e.g. major congenital
malformations, low birth weight, small for gestational age, etc.), and infant
outcomes until 1 year of age (e.g. developmental milestones) and maternal
outcomes (e.g. COVID-19 reinfection). Descriptive analysis of pregnancy and
infant outcomes for Cas/Imd against comparator groups consisting of pregnant
women treated with another therapy for mild to severe COVID-19 (active
comparator), and pregnant women hospitalized but not treated with a
medication specifically indicated for the treatment of mild to severe COVID-19
(unexposed comparator for hospitalized exposed patient).

Data analysis plan
Descriptive statistics will be used to summarize overall frequency of selected
adverse pregnancy outcomes, as well as frequencies of specific outcomes such
as major congenital malformations, miscarriages, stillbirths, preterm deliveries,
small for gestational age infants, maternal obstetric and postpartum health,
admission into the neonatal Intensive Care Unit (ICU), infant developmental
milestones (at 6, 9, and 12 months of age), neonatal death and infant death,
and maternal and infant incidence of COVID-19.

Summary results
The MAH terminated participation in the COVID-PR and associated GA43744
study in May 2024 due to low enrollment associated with diminished in vitro
neutralizing potency of casirivimab + imdevimab against Omicron subvariants.
Due to a lack of data, no secondary data analyses were performed; hence,
there are no results to report. Official cancellation of this study was initiated on
2 August 2024.

Data sources

Data management



Data sources (types)
Disease registry

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 conducted
No

Data characterisation

https://catalogues.ema.europa.eu/taxonomy/term/54039

