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Was the study required by a regulatory body?
Yes

Is the study required by a Risk Management Plan (RMP)?
EU RMP category 3 (required)
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https://catalogues.ema.europa.eu/sites/default/files/document_files/RHBT%2005%20Protocol%28b%29_Redacted.pdf


Study type:
Non-interventional study

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

Main study objective:
To assess the long-term safety of ixekizumab compared with other therapies
used in the treatment of adults with moderate-to-severe psoriasis (may include
psoriatic arthritis) in the course of routine clinical care

Non-interventional study design
Cohort

Study Design

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

Medical condition to be studied
Psoriasis

Study drug and medical condition

Age groups
Adults (18 to < 46 years)

Population studied



Adults (46 to < 65 years)
Adults (65 to < 75 years)
Adults (75 to < 85 years)
Adults (85 years and over)

Estimated number of subjects
4000

Outcomes
Malignancy, excluding non-melanoma skin cancer, Non-melanoma skin cancer,
serious infections, opportunistic infections (including tuberculosis),
inflammatory bowel disease, major adverse cardiac events, serious
hypersensitivity reactions, demyelinating disease, and gastrointestinal
perforation

Data analysis plan
A number of descriptive statistics and crude rates will be generated to
understand the registry data before comparative analyses begin. Propensity
score models will be used to account for channeling bias. The models will
include variables that are known risk factors for safety outcomes and
associated with systemic treatments for psoriasis. Before initiating the outcome
analysis, the ability of the propensity score stratification to balance the
distribution of baseline confounders and reduce channeling bias will be
evaluated. Cox proportional hazards models will be used to evaluate the rate of
study outcomes among ixekizumab treated patients relative to the comparator
populations. Several sensitivity analyses will be performed to examine the
impact of assumptions on study conclusions.

Study design details

Data sources

Data management



Data sources (types)
Other

Data sources (types), other
Exposure 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/54051

