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Hydroxychloroquine or'Chloroquine for COVID-19:/Drug Sife,twggmmunit;tiQn)-'
FDA Cautions/Against/Use Outside of/the Hospital Setting/or aClinical Trial Due

to Risk of'Heart,Rhythm P

AUDIENCE: Consumer, Patient, Critical
Care Medicine, Infectious Disease, Health
Professional

ISSUE: FDA is concerned that
hydroxychloroquine and chloroquine are being
used inappropriately to treat non-hospitalized
patients for coronavirus disease (COVID-19)
or to prevent that disease. We authorized their
temporary use only in hospitalized patients
with COVID-19 when clinical trials are not
available, or participation is not feasible,
through an Emergency Use Authorization
(EUA). These medicines have a number of
side effects, including serious heart rhythm
problems that can be life-threatening.

We have reviewed case reports in the FDA
Adverse Event Reporting System database, the
published medical literature, and the American
Association of Poison Control Centers National
Poison Data System concerning serious heart-
related adverse events and death in patients
with COVID-19 receiving hydroxychloroquine
and chloroquine, either alone or combined
with azithromycin or other QT prolonging
medicines. These adverse events included QT
interval prolongation, ventricular tachycardia
and ventricular fibrillation, and in some cases,
death. We are continuing to investigate these
safety risks in patients with COVID-19 and will

communicate publicly when more information

roblems)(1)

is available.

BACKGROUND: Hydroxychloroquine
and chloroquine are FDA-approved to treat or
prevent malaria. Hydroxychloroquine is also
FDA-approved to treat autoimmune conditions
such as chronic discoid lupus erythematosus,
systemic lupus erythematosus in adults, and
rheumatoid arthritis.

Hydroxychloroquine and chloroquine:

+ should be used for COVID-19 only when
patients can be appropriately monitored in
the hospital as required by the EUA or are
enrolled in a clinical trial with appropriate
screening and monitoring. FDA is reviewing
the safety of their use when used outside of
the setting of hospitalized patients for whom
use was authorized.

+ have not been shown to be safe and effective
for treating or preventing COVID-19.

Hydroxychloroquine #lchloroquine
#E 32 B FD A % W ] 5 9% s FH [ R %
Hydroxychloroquine i HUf5 £ B FDA B4 i
G E R - BIA018 TR IRRLBEIR
B o A A B PR RL D AR AL T 1 1 B B
#& o #X1f Hydroxychloroquine F1 chloroquine
HIFZEIER - BHE R AT REfE R AL an iy
DB o SEE] FDA #50 IEXEEE 5,
WA R 1 R TR B A RO e IR I
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7 1A i R AR 1T BN A A R S B

W EE FDA & 58 i B8 S F i R
(Emergency Use Authorization, EUA ) » {#iftk
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F B FDA C 8 A B30 8 R
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chloroquine ¥ B¢Hf F azithromycin B{HA
AIREME L QT 4 £ 1y 3E Y H B gk 200 A
AN RRELLRIEC S » EENRKR
JEALFE QT interval ZEE: ~ 02L& H A
LEEEE) - FERERAEEEIET - EE
FDA fHERIFHA COVID- 1958 AMHRI
e EbE - A LR P A BRI -

Hydroxychloroquine 1 chloroquine 2
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