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Study description

This is a national study that aims to identify drug-induced liver injury (DILI)
cases in Hepatology and Clinical Pharmacology units in Spain. This study
contains more than 50 clinical units that has sent potential hepatotoxicity cases
to the coordinating center in Malaga (using a structured protocol), where the
cases are diagnosed as being or not being drug-induced liver injury cases based
on the corresponding clinical data acquired by the physician in charge at the
collaborating unit. Clinical and demographical data are entered in to a common
data base to be used for epidemiological and causality assessment studies.
With the patients consent biological samples are also collected, stored in a

biobank and used in biomarker identification studies
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Study timelines

Date when funding contract was signed
Actual: 01/06/1999

Study start date
Actual: 03/01/1994
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Data analysis start date
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Date of final study report
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Sources of funding

e EU institutional research programme

e Other

More details on funding

Agencia Espafola del Medicamentos y Productos Sanitarios, FISS, MINIM, SAFE-
-

Regulatory

Was the study required by a regulatory body?
No

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



Study type:
Not applicable

Scope of the study:

Disease epidemiology

Main study objective:

Define the main characteristics of patients, type of liver injury, outcome and
culprit drugs involved in drug-induced liver injury (DILI), which will serve to
guide epidemiologic and genetic studies in order to improve DILI causality

assessment and diagnosis

Study drug and medical condition

Medical condition to be studied

Drug-induced liver injury
Population studied

Age groups

Adults (18 to < 46 years)
Adults (46 to < 65 years)
Adults (65 to < 75 years)
Adults (75 to < 85 years)
(

Adults (85 years and over)

Estimated number of subjects

1500

Study design details



Outcomes

Enhance the knowledge of DILI using collected data for epidemiology and
underlying mechanism studies. Generate/amplify signals of risk with the use of
new and old drugs that can lead to adoption of regulatory measures ranging

from changes in product labeling information to drug withdrawal.

Data analysis plan

All data will be analysed in a descriptive manner, no formal hypotheses will be
tested. DILI frequencies and incidence rates will be summarized and reported to
the Spanish Medicines Agency (Agencia Espafola del Medicamentos y
Productos Santiarios). Clinical characteristics will be analyzed by frequency and
percentages for categorical variables and by mean with standard deviation for
continuous variables. Risk estimations will be calculated in the form of Odds
Ratio. Multiple regression logistic models will be used for identification of

independent variables associated with risk.
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Data sources (types)

Other

Data sources (types), other

Prospective patient-based data collection

Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown

Check logical consistency

Unknown
Data characterisation

Data characterisation conducted
No
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