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COVID-19 UPDATE

Baricitinib (Olumiant) FDA-Approved for
Treatment of COVID-19

The FDA has approved the oral Janus kinase
(JAK) inhibitor baricitinib (Olumiant) for treatment
of COVID-19 in hospitalized adults who require
supplemental oxygen, mechanical ventilation, or
extracorporeal membrane oxygenation (ECMO).
Baricitinib was previously available for this indication
under an Emergency Use Authorization (EUA); it
remains available under an EUA for use in children
2-17 years old hospitalized with COVID-19 who
require oxygen support.?

CLINICAL STUDIES - FDA approval of baricitinib for
treatment of COVID-19 was based on the results of
two randomized, double-blind trials in hospitalized
adults with COVID-19.

In one trial (ACTT-2), 1033 patients with radiographic
infiltrates, SpO, <94% on room air, or a need for
supplemental oxygen or mechanical ventilation
received baricitinib 4 mg or placebo once daily for
up to 14 days while hospitalized, in addition to IV
treatment with the antiviral drug remdesivir (Veklury)
for up to 10 days. The median time to recovery within
29 days after randomization, the primary endpoint,
was significantly shorter with baricitinib than with
placebo (7 vs 8 days; rate ratio 1.16 [95% CI 1.01-
1.32]). Compared to those in the control group,
patients taking baricitinib were also more likely to
have an improvement in clinical status at day 15 (OR
1.3[95% CI 1.0-1.6]). The mortality rate by day 29 was
lower in the baricitinib group, but this difference was
not statistically significant (5.1% vs 7.8%; HR 0.65
[95% CI 0.39-1.09]).3

In the other trial (COV-BARRIER), 1525 patients with
at least one elevated inflammatory marker received
baricitinib 4 mg (2 mg in patients with a baseline
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Table 1. Baricitinib Dosage for COVID-19

Patients >9 yrs old
Usual Dosage

Patients 2-8 yrs old

4 mg once/day
eGFR 30-<60 mL/min/1.73 m?

2 mg once/day
eGFR 15-<30 mL/min/1.73 m?

1 mg once/day
eGFR <15 mL/min/1.73 m?

Not recommended Not recommended
ALC <200 cells/mcL or ANC <500 cells/mcL

Consider interruption

2 mg once/day

1 mg once/day

Not recommended

Consider interruption
AST or ALT elevation and suspected liver injury

Interrupt treatment Interrupt treatment
Concomitant use of an OAT3 inhibitor (e.g., probenecid)

See footnote 1 See footnote 1

ALC = absolute lymphocyte count; ANC = absolute neutrophil count;
OAT3 = organic anion transporter 3
1. If the daily baricitinib dose would otherwise be 2 or 4 mg, it should be

halved during concomitant use. If the daily baricitinib dose would be 1 mg
without the OAT3 inhibitor, discontinuation of the OAT3 inhibitor should
be considered.

eGFR of 30 to <60 mL/min/1.73 m? or placebo
once daily for up to 14 days while hospitalized, in
addition to standard treatment (91% of patients were
also receiving dexamethasone). The rate of disease
progression or death by day 28, the primary endpoint,
did not significantly differ between the baricitinib and
placebo groups (27.8% vs 30.5%; HR 0.85 [95% ClI
0.67-1.08]). The rate of all-cause mortality, however,
was significantly lower in the baricitinib group
(8.1% vs 13.1%; HR 0.57 [95% CI 0.41-0.78]; NNT
19.9), particularly in the subgroup of patients who
required high-flow oxygen or noninvasive ventilation
at baseline (17.5% vs 29.4%; HR 0.52 [95% CI 0.33-
0.80]; NNT 8.4).4

DOSAGE AND ADMINISTRATION - The usual
recommended dosage of baricitinib for treatment of
COVID-19 in adults is 4 mg taken once daily while
hospitalized for up to 14 days. Baricitinib tablets
can be taken orally or crushed and administered via
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RECOMMENDATIONS — NIH guidelines on treatment
of COVID-19 in hospitalized adults recommend giving 4.
baricitinib to patients who require high-flow oxygen

or noninvasive ventilation and have rapidly increasing
oxygen needs and systemic inflammation. Baricitinib 5.
should be coadministered with dexamethasone;
remdesivir can also be given concomitantly.® m

PRESIDENT: Mark Abramowicz, M.D.; VICE PRESIDENT: Gianna Zuccotti, M.D., M.P.H., F.A.C.P., Harvard Medical School VICE PRESIDENT, EDITOR IN CHIEF: Jean-Marie
Pflomm, Pharm.D.; ASSOCIATE EDITORS: Susan M. Daron, Pharm.D., Amy Faucard, MLS, Corinne Z. Morrison, Pharm.D., Michael P. Viscusi, Pharm.D. CONSULTING EDITORS:
Joanna Esterow, PA-C, Mordechai Sacks, DMSc, PA-C, Brinda M. Shah, Pharm.D., F. Peter Swanson, M.D.

CONTRIBUTING EDITORS: Carl W. Bazil, M.D., Ph.D., Columbia University College of Physicians and Surgeons; Ericka L. Crouse, Pharm.D., B.C.P.P, C.G.P, FA.S.H.P, FA.S.C.P,
Virginia Commonwealth University; Vanessa K. Dalton, M.D., M.P.H., University of Michigan Medical School; Eric J. Epstein, M.D., Albert Einstein College of Medicine;
David N. Juurlink, BPhm, M.D., Ph.D., Sunnybrook Health Sciences Centre; Richard B. Kim, M.D., University of Western Ontario; Sandip K. Mukherjee, M.D., F.A.C.C., Yale
School of Medicine; Dan M. Roden, M.D., Vanderbilt University School of Medicine; Esperance A.K. Schaefer, M.D., M.P.H., Harvard Medical School; Neal H. Steigbigel, M.D.,
New York University School of Medicine; Arthur M. F. Yee, M.D., Ph.D., F.A.C.R., Weill Medical College of Cornell University

MANAGING EDITOR AND DIRECTOR OF CONTENT OPERATIONS: Susie Wong; EDITORIAL ASSISTANT: Karrie Ferrara

FULFILLMENT AND SYSTEMS MANAGER: Cristine Romatowski; EXECUTIVE DIRECTOR OF SALES: Elaine Reaney-Tomaselli
EXECUTIVE DIRECTOR OF MARKETING AND COMMUNICATIONS: Joanne F. Valentino; INTERIM PUBLISHER: Jean-Marie Pflomm, Pharm.D.
Founded in 1959 by Arthur Kallet and Harold Aaron, M.D.

Copyrightand Disclaimer: The Medical Letter, Inc. is anindependent nonprofit organization that provides healthcare professionals with unbiased drug prescribing recommendations. The editorial
process used for its publications relies on a review of published and unpublished literature, with an emphasis on controlled clinical trials, and on the opinions of its consultants. The Medical
Letter, Inc. does not sell advertising or receive any commercial support. No part of the material may be reproduced or transmitted by any process in whole or in part without prior permission
in writing. The editors do not warrant that all the material in this publication is accurate and complete in every respect. The editors shall not be held responsible for any damage resulting
from any error, inaccuracy, or omission.

Subscription Services
Permissions:

Address: Customer Service:

The Medical Letter, Inc. Call: 800-211-2769 or 914-235-0500
145 Huguenot St. Ste. 312 Fax: 914-632-1733
New Rochelle, NY 10801-7537 E-mail: custserv@medicalletter.org

www.medicalletter.org
Get Connected: ’ m

To reproduce any portion of this issue,
please e-mail your request to:
permissions@medicalletter.org

Copyright 2022. ISSN 0025-732X

Subscriptions (US):

1 year - $159; 2 years - $298;
3 years - $398. $65 per year
for students, interns, residents,

and fellows in the US and Canada.

Reprints - $45 per issue or article

Site License Inquiries:

E-mail: SubQuote@medicalletter.org
Call: 800-211-2769

Special rates available for bulk

subscriptions.
The
Medical
Letter

e3




