
 

Results of first clinical trial of niclosamide
antiviral in patients with COVID-19 show
further research needed
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Transmission electron micrograph of SARS-CoV-2 virus particles isolated from
a patient. Credit: NIAID

A clinical research team at Tufts Medical Center and Tufts University
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today published the results of the first randomized placebo-controlled
clinical trial of the effectiveness of niclosamide, an oral medication long-
used worldwide for treatment of tapeworms, in COVID-19 patients. The
study, sponsored by Tufts Clinical and Translational Science Institute
(CTSI) and funded by the National Institutes of Health (NIH), found that
niclosamide did not show a statistically significant reduction in the
percentage of adult outpatients with mild to moderate COVID-19 still
testing positive at day three, but provided signals of benefit that warrant
further study in larger trials.

As reported today in JAMA Network Open, Principal Investigator Harry
Selker, MD, MSPH, Dean of Tufts CTSI and Executive Director of the
Institute for Clinical Research and Health Policy Studies at Tufts
Medical Center, and colleagues, evaluated viral shedding of the virus
that causes COVID-19, SARS-CoV-2. The study was conducted using an
entirely remote clinical trial platform developed specifically for the
study, to avoid requiring patients to have to visit the hospital and to
support maintenance of participants' self-quarantining.

Approved by the US FDA for treatment of tapeworm infection in 1982,
and used worldwide for 50 years in millions of adults, pregnant women,
and children as young as two years old, niclosamide is included in the
World Health Organization (WHO) list of essential medicines, as it is
very safe, and it is affordable and widely available. The researchers
hypothesized that its antiviral characteristics seen in basic research
experiments might prevent the COVID-19 SARS-CoV-2 virus from
entering and replicating in human cells. Niclosamide has demonstrated
antiviral efficacy across multiple variants of SARS-CoV-2 in laboratory
studies, suggesting that it may be effective against COVID-19, including
all variants of the virus.

The pre-selected time-point for testing niclosamide's impact on
oropharyngeal (respiratory) clearance of SARS-CoV-2 was at day three
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after treatment. At that point, a larger proportion of patients who took
niclosamide were clear of the virus (66.7%) than those who received
placebo (55.9%). However, with only 73 patients enrolled in the study,
the difference was not statistically significant. 

"With its long-standing excellent safety profile, worldwide availability,
and promising antiviral activity, we are delighted to have been able to do
the first study of niclosamide for treating COVID-19," said Dr. Selker. 
"The patients who seemed to show the greatest benefit in terms of
reducing contagious period and duration of symptoms were those with
higher viral loads and likely more moderate disease. However, larger
studies will be needed to further explore and confirm some of these
promising signals, and potentially show niclosamide as a therapeutic
option for preventing COVID-19-exposed individuals from even
developing the disease." 

The study found that 45% of enrolled participants who shed SARS-
CoV-2 via both oral and intestinal routes (i.e., present in stool) had
higher viral loads than those with SARS-CoV-2 only detectable in oral
swabs. Among those patients with higher overall viral load (and
potentially moderate as opposed to mild disease), the average time to
respiratory clearance of SARS-CoV-2 in the placebo group was 5.3 days,
compared to 3.2 days in patients receiving niclosamide. However, in
those patients with lower viral loads, the average time to clear SARS-
CoV-2 from respiratory samples was faster, 2.9 days, regardless of
treatment group. 

Beyond the elimination of the virus from respiratory samples, the study
looked at how long COVID-19 symptoms lasted.  Across all patients, the
average time to resolution of all symptoms was 14.6 days in the placebo
group, compared to 12.0 days in the niclosamide group. This difference
was greater in those patients with higher viral loads of SARS-CoV-2,
with an average time to symptom resolution of 15.4 days in the placebo
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group, versus 10.5 days in the niclosamide group. 

With obesity as a known risk factor for severe COVID-19, the average
time to symptom resolution in participants with body mass indices
(BMIs) of 25 or greater in the placebo arm was 16.5 days, compared to
11.6 days in the niclosamide group. These results indicate that
niclosamide may reduce duration of COVID-related symptoms across
higher-risk populations.

Niclosamide has been used worldwide for 50 years in millions of adults,
pregnant women, and children as young as two years old.  If it is proven
to be effective for COVID-19, it will already be accepted as safe, and is
already widely available.  Also, it should not be affected by mutations in
the SARS-CoV-2 virus. 

The researchers plan additional, larger studies to determine the
effectiveness of niclosamide in reducing the duration of COVID-19
contagiousness and symptoms in children and adolescents and pregnant
women, and in preventing the disease in those who are exposed to
COVID-19.

 "Given the promising results of this pilot study, we plan to conduct
larger follow-up studies to further evaluate niclosamide in these defined
populations," said Dr. Selker. "If confirmed in future trials, niclosamide
could be a very effective widely available and inexpensive tool in
preventing the spread and the severity of COVID-19."

  More information: Dana M. Cairns et al, Efficacy of Niclosamide vs
Placebo in SARS-CoV-2 Respiratory Viral Clearance, Viral Shedding,
and Duration of Symptoms Among Patients With Mild to Moderate
COVID-19, JAMA Network Open (2022). DOI:
10.1001/jamanetworkopen.2021.44942

4/5

http://dx.doi.org/10.1001/jamanetworkopen.2021.44942
http://dx.doi.org/10.1001/jamanetworkopen.2021.44942


 

Provided by Tufts Clinical and Translational Science Institute

Citation: Results of first clinical trial of niclosamide antiviral in patients with COVID-19 show
further research needed (2022, February 9) retrieved 27 April 2024 from 
https://medicalxpress.com/news/2022-02-results-clinical-trial-niclosamide-antiviral.html

This document is subject to copyright. Apart from any fair dealing for the purpose of private
study or research, no part may be reproduced without the written permission. The content is
provided for information purposes only.

Powered by TCPDF (www.tcpdf.org)

5/5

https://medicalxpress.com/news/2022-02-results-clinical-trial-niclosamide-antiviral.html
http://www.tcpdf.org

