Public opinion and information may correlate with harmful adverse events: an OpenVigil
pharmacovigilance study
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METHODS

1. Retrospective, observational pharmacovigilance
study using OpenVigil 2

2. Drugs used against coronavirus infections (MedDRA
SMQ “COVID-19"), total counts (data 2004Q1 to
2021Q3), or as weekly aggregated from 2019 week
49 to 2021 week 39

3. Dates of drug approvals/withdrawals, news

Recommen Negative findings

daii::n i of a RCT (Cavalcanti
Handiook Epub of positive findings et al. N Engl J Med
. of a RCT (Gautret et al. . 2020 Nov

f COVID-19
indicati rted as unk id-19 as indicati ther indicati ‘Prevention lisl AnimEes AL | |
Inalcation reported as unknown covia- ds Indaicaton otner Iaications . - . 2020 Jul:56(1):105949.) 2052.)

Treatment”

Critical

reviews
of the
RCT

headlines, scientific papers, preprints

CDC alerts due to increasing
reports of poisening

RESULTS

 n=14,625 drug-AE pairs of drugs used against
COVID-19
Most reports for hydroxychloroquine (HCQ, n=2071,
14.2%), remdesivir (12.2%), bamlanivimab (8.1%),
tocilizumab (7.9%), azithromycin (7.4%).
Drug-related adverse events more common when
used for this indication
Mortality higher when used for this indication (Tab. 1)

Epub of in vitro results
(Caly et al. Antiviral Res.

2020 Jun;178:104787.) Negative findings of a RCT _ _
(Lopez-Medina et al. JAMA. FDA warning on twitter

2021;325(14):1426-1435.) (,You are not a horse.”)
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Press reports O-f effef:t've-ness of Fh|0r9qu'ne agafmSt The U.S. president _ _ _ Indication COVID-19 Other or unknown
coronavirus infections in vitro in Chinese media Online publication of indication

L - : »Hydroxychloroquine or outcome | all outcome | all
publication of Wang et al. Remdesivir and chloroquine hydroxychloroguine chloroquine with or without a S dead S

effectively inhibit the recently emerged novel coronavirus : ) macrolide for treatment of
(2019-nCoV) in vitro. Cell Research 30, 269-271 (2020) S“'tab('%sz[‘f; ;ga'”St IS = ol el azithromycin 157 10.4 838 13037 6.4

registry analysis“ HCQ 302 10.6 1484 40356 3.7

promotes both
chloroquine and

Hydroxychloroquine is reommended by three Chinese guidelines, i.e.,
Shandong and Shanghai expert consensus and ,Guidelines for the ivermectin -~ 18 22 137 1705 8
Prevention, Diagnosis, and Treatment of Novel Coronavirus-induced Newpaper reports of fatal
Pneumonia issued by the National Health Commission (NHC) of the People’s a fata chloroquine-

Republic of China” poisoning Literature:
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CONCLUSION

Public info (e.g. news, guideline)




