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Study timelines
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Study protocol
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Regulatory

Was the study required by a regulatory body?
No

Is the study required by a Risk Management Plan (RMP)?
Not applicable

Methodological aspects

Study type
Study type list

Study topic:
Human medicinal product

Study type:
Non-interventional study

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

Study Design

Non-interventional study design
Cohort

Study drug and medical condition


https://catalogues.ema.europa.eu/system/files/2024-07/SOEIRO%20-%20projet%20METHALICA%20-%20document_scientifique_aap2023.pdf

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

Anatomical Therapeutic Chemical (ATC) code
(NO2AC) Diphenylpropylamine derivatives
(NO7BC02) methadone

Data management

Data sources

Data source(s)
Systeme National des Données de Santé (French national health system main database)

Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance
Yes

Check completeness
Yes

Check stability
Yes

Check logical consistency
Yes

Data characterisation

Data characterisation conducted
Yes



