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Study description

Tuberculosis represents nowadays one of the main problems in public health both in non-
developed as in developed countries. The increase of the incidence of tuberculosis during
the last years has been related to an increase in complications derived from its treatment,
based on the use of isoniazid, rifampicin and pyrazinamide, as well as to the appearance of
resistance, therapeutic failure or hepatotoxicity. In particular, hepatotoxicity due to anti-
tuberculous drugs is a relevant problem for the scientific community as it results in the
modification of the treatment and in liver transplantation or death in the most extreme



situations.We propose the study of a cohort of patients who initiate treatment or profilaxis
with antituberculous drugs, with the aim of identifying those presenting a high risk of
developing hepatotoxicity. Therefore, we propose the analysis of the serum proteomic
profiles of these patients. The main goal is the identification and characterisation of
biological markers which would be predictive of hepatotoxicity associated with anti-
tuberculous drugs.
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Sources of funding

e Other

More details on funding

ICS and FIS

Regulatory

Was the study required by a regulatory body?
No

Methodological aspects

Study type
Study type list

Study type:
Non-interventional study

Scope of the study:



Disease epidemiology
Other

If ‘other’, further details on the scope of the study
Characterisation of proteomic profiles

Main study objective:
Characterisation of proteomic profiles

Study Design

Non-interventional study design
Case-control

Study drug and medical condition

Medical condition to be studied
Hepatotoxicity

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
500

Study design details

Outcomes

The main goal is the identification and characterisation of biological markers which would
be predictive of hepatotoxicity associated with anti-tuberculous drugs. To determine plasma
protein levels before the treatment, at 21 days after initiation the treatment and at the end
of the treatment.

Data analysis plan
Data analysis plan- Cox regression model for Hazard rate estimation.- Close monitoring of
included and excluded patients in each participating centre.- Use of structured



guestionnaire for retrieval of drug use.- Use of Cox regression model for risk and
confounding factors.- Inclusion of centers with the highest follow-up rate of tuberculosis in
Barcelona area.

Data management

Data sources

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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