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This trial protocol has been provided by the authors to give readers additional information about their work.
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The efficacy and safety of lvermectin in patients with COVID-19: a randomized clinical
trial
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An outbreak of severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) infection and its
caused coronavirus disease 2019 (COVID-19) has been reported in China since December 2019. More
than 16% of patients developed acute respiratory distress syndrome, and the fatality ratio was about 1-
2%. No specific treatment has been reported. Several drugs has been evaluated in treatment of COVID
However, the efficacy of these medications remains controversial. The present study aims to assess the
e the efficacy and safety of Lopinavir/Ritonavir and lvermectin in patients with covid-19. A perspective
randomized open-label clinical trial will be conducted on 60 hospitalized adult patients with covid-19.
Patients will be randomly assigned in a 1:1 ratio to receive, whether Lopinavir/Ritonavir (lopinavir 200
mg and ritonavir 50 mg twice a day twice a day for seven days), or Lopinavir/Ritonavir plus Ivermectin
(single dose of 2.0 mg/kg( The main outcomes will be improvement of clinical symptoms duration of
hospitalization
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Polymerase Chain Reaction []
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N = {zl a2 * \[P*T*(1+ )+ 215 \/Pl g1+

an=1-m
@=1-p
_ _m+kp
P=11K
g=1-p

ol

2
p*q2
: 1} s

Estimated sample size for two—sample comparison of proportions

Test Ho: pl = p2,

Aggumptions:

alpha =
poWwer =
el =
B =
nZz;/nl =

where pl is the proportion in population 1

| o R N Y s

and pZ is the proportion in population 2

.0800
L3000
L8300
L3800
.00

Estimated regquired sample

nl =

Ne =

24
24

{two—3ided)

Zizes:
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1
M= {zl a2 ¥ \[B*T* (1+ D)+ 21 g% \/Pl o +(m:m1} /A2

an=1-m
@=1-p
_ _m+kp
P=11K
g=1-p

Estimated sample size for two—sample comparison of proportions

Test Ho: pl = p2, where pl is the proportion in population 1
and pZ is the proportion in population 2

Aggumptions:
alpha = 0.0500 ({two-sided)
pOWEE = 0.9000
vl = 0.2300
pZ = 0.3500
nz/nl = 1.00

Estimated regquired sample sizes:

nl = 24
nZ = 24
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