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Study description



Hydroxychloroquine and chloroquine are used to treat patients with COVID19
infection. However, several trials are ongoing and there is a lack of evidence
related to the efficacy yet. For years, hydroxychloroquine and chloroquine have
been used to treat malaria and they are considered clinically safe. Their
adverse reactions usually are mild and transitory, but both have been
associated with potentially lethal cardiovascular disorders. The safety profile in
patients treated with other drugs for COVID19 infection and with other
comorbidities or risk factors are worst known. The primary objective is to
determine the frequency of cardiovascular disorders in patients with COVID19
infection treated with CQ/HCQ and with previous risk factors. The main study
variables are QT segment length (difference before-after treatment), other ECG
alterations, serious adverse events as defined by ICH and grade 3/4 adverse

events as classified by CTCAE v.5.
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Study timelines

Date when funding contract was signed
Planned: 27/04/2020

Study start date
Planned: 01/04/2020

Data analysis start date
Planned: 22/04/2020

Date of interim report, if expected
Planned: 30/06/2020

Date of final study report
Planned: 30/04/2021
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Own Funds

Reqgulatory

Was the study required by a regulatory body?

Yes

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

Methodological aspects

Study type
Study type list

Study type:

Non-interventional study

Scope of the study:
Other

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

Observational safety study



Main study objective:
To determine the frequency of heart alterations in patients with risk factors and

who receive hydroxychloroquine or chloroquine.

Study Design

Non-interventional study design
Cohort

Study drug and medical condition

Medical condition to be studied
COVID-19 treatment
SARS-CoV-2 test positive

Viral infection

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
158

Study design details



Outcomes
QT segment length (difference before-after treatment), other ECG alterations,
serious adverse events as defined by ICH and grade 3/4 adverse events as

classified by CTCAE v.5.

Data analysis plan

The different types of adverse events related to the study medication will be
described in terms of frequency table. For the nomenclature of the adverse
events, the Dictionary of adverse events’ terminology MEdRA will be used and
the classification by grades will follow the criteria of Common Terminology
Criteria for Adverse Events (CTCAE) v5.0, published in November 2017. The
relative risk will be calculated for cardiac disorders and for the rest of adverse
events. The latency period and period from the start of the medication until the
appearance of the first symptoms or signs of the adverse reaction will be
analyzed. Each event will be expressed as median days and interquartile range.
The rest of the qualitative variables will be analyzed by contingency tables and
tests of Pearson's chi square test or Fisher's exact test. An intermediate

analysis will be performed upon reaching 50% of the recruited sample
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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)
Drug dispensing/prescription data

Electronic healthcare records (EHR)

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
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https://catalogues.ema.europa.eu/taxonomy/term/54035

Data characterisation conducted

No



