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Study timelines

Date when funding contract was signed
Actual: 14/04/2020

Study start date
Planned: 31/12/2022

Actual: 30/01/2023

Date of interim report, if expected
Planned: 30/11/2025

Date of final study report
Planned: 31/12/2027

Sources of funding

e Pharmaceutical company and other private sector

More details on funding

Janssen-Cilag International, NV
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)

Methodological aspects
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Study topic:
Disease /health condition

Human medicinal product

Study type:

Non-interventional study

Scope of the study:
Other

If ‘other’, further details on the scope of the study
Long term safety profile of ustekinumab for UC, as measured by incidence of
malignancies, infections (serious infections, opportunistic infections, and

tuberculosis) and VTE.

Main study objective:

The primary study objective is to describe the long-term safety of ustekinumab
for UC, as measured by incidence of malignancies, infections (serious infections,
serious opportunistic infections and tuberculosis), VTE, MACE and all-cause

mortality The secondary study objective is to compare the long-

Study Design

Non-interventional study design
Cohort

Study drug and medical condition

Medicinal product name



STELARA

Medical condition to be studied

Colitis ulcerative

Population studied

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

e Adults (85 years and over)

Estimated number of subjects
6667

Study design details

Outcomes

Malignancies, infections and VTEs at 3-year and 5-year of follow-up:Incidence
rate expressed per 1 000 patient-year in each cohort, Estimation of the
cumulative incidence of each outcome in each cohort Comparison of incidence
of each study outcome defined above between: ustekinumab and primary

comparator, ustekinumab and secondary comparator

Data analysis plan
Analyses will be conducted for each outcome and will include descriptive

analyses, comparative analyses, and any relevant sensitivity analyses for each


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

study cohort. Population description, comparative and sensitivity analyses will

be performed at 3-year and 5-year follow-up

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 source(s), other

SNIIRAMSNDS France

Data sources (types)

Administrative healthcare records (e.g., claims)

Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications


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

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown

Check logical consistency

Unknown

Data characterisation

Data characterisation conducted
No



