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Study description

To collect clinical information in patients with Cushing’s syndrome (CS) exposed
to ketoconazole, to assess drug utilization patterns and to document the safety,
and effectiveness of ketoconazole. The primary objective is to collect and
assess safety data with a particular focus on the important identified risks of
hepatotoxicity and QT prolongation. The secondary objectives are to collect and
assess other safety data, to evaluate the effectiveness and drug utilization

patterns of ketoconazole.
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Ongoing
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Contact details

Study institution contact

Martine Bostnavaron m.bostnavaron@HRA-PHARMA.COM

m.bostnavaron@HRA-PHARMA.COM

Primary lead investigator

Myriam Bou Nader

Grimary lead investigatoD

Study timelines

Date when funding contract was signed
Planned: 29/12/2017

Actual: 31/07/2018

Study start date


mailto:m.bostnavaron@HRA-PHARMA.COM

Planned: 01/03/2018
Actual: 01/11/2018

Date of interim report, if expected
Planned: 01/11/2018

Actual: 29/10/2018

Date of final study report
Planned: 01/03/2025

Sources of funding

e Pharmaceutical company and other private sector

More details on funding

HRA Pharma Rare Diseases

Regulatory

Was the study required by a regulatory body?

Yes

Is the study required by a Risk Management Plan (RMP)?

EU RMP category 1 (imposed as condition of marketing authorisation)

Regulatory procedure number
EMEA/H/C/003906/ANX/002,EMEA/H/C/PSP/0040

Methodological aspects

Study type
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Study type:

Non-interventional study

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

Effectiveness study (incl. comparative)

Main study objective:
The primary objective is to collect and assess safety data with a particular focus

on the important identified risks of hepatotoxicity and QT prolongation.

Study Design

Non-interventional study design

Other

Non-interventional study design, other

Prospective Observational study

Study drug and medical condition

Anatomical Therapeutic Chemical (ATC) code
(J0O2AB02) ketoconazole

ketoconazole

Medical condition to be studied

Cushing's syndrome

Population studied



Age groups
e Adolescents (12 to < 18 years)
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
200

Study design details

Outcomes

Incidence of hepatotoxicity in case of liver enzymes increase and time to onset
since ketoconazole initiation and time to recovery. Incidence of QTc
prolongation and time to onset since ketoconazole initiation and time to

recovery. The secondary endpoints for secondary objectives are the following:

Other Safety and Tolerability endpoints - Drug utilisation pattern endpoints -

Effectiveness endpoints - QoL endpoint

Data analysis plan

Details of the data analysis will be provided in a Statistical Analysis Plan (SAP).

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 sources (types)
Disease regqistry
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


https://catalogues.ema.europa.eu/taxonomy/term/54039
https://catalogues.ema.europa.eu/taxonomy/term/54051

Unknown

Check logical consistency

Unknown

Data characterisation

Data characterisation conducted
No



