Quality of adverse event reporting in
clinicals trials of COVID-19 drugs : a
systematic review

First published: 19/04/2022
Last updated: 21/04/2022

Administrative details

EU PAS number
EUPAS45959

Study ID
46849

DARWIN EU® study
No

Study countries

|] France

Study status

Planned

Research institutions and networks



Institutions

Toulouse University Hospital
First published: 01/02/2024

Last updated: 01/02/2024

Contact details

Study institution contact

Francois Montastruc francoismontastruc@hotmail.fr

Study contact

francoismontastruc@hotmail.fr

Primary lead investigator

Francois Montastruc

Grimary lead investigatoD

Study timelines

Date when funding contract was signed
Planned: 04/01/2022

Study start date
Planned: 18/04/2022


mailto:francoismontastruc@hotmail.fr
https://catalogues.ema.europa.eu/institution/3331355

Date of final study report
Planned: 06/06/2022

Sources of funding

e Pharmaceutical company and other private sector

More details on funding

National Research Agency (NRA)

Study protocol

Protocole.pdf (217.25 KB)
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


https://catalogues.ema.europa.eu/sites/default/files/document_files/Protocole.pdf

Study type:
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Main study objective:
the main goal of this systematic review, is to assess the quality of adverse

event reporting in clinical trials of COVID-19 drugs
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Systematic review and meta-analysis
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secondary objective, we will calculate for each drug, the proportion of studies
that use "standardized" methods as the double-blind method according to the
quality of their reporting of adverse events. i.e. calculate the proportion of
studies using the double-blind method in the category of studies with a high,
moderate, low and very low score. Finally, for the second secondary objective,
we will make a comparison between the serious adverse events reporting in
trial articles published and their associated clinical trial summaries. For that, we
will calculate the percentage of consistent and different serious adverse events

between the two sources.
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