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ABSTRACT
Objective.
Methods
We conducted a prospective open,
single-arm multicentre study on the
off-label use of TCZ in hospitalised

Methods.

COVID-19 infection. Inclusion crite-

assessed either by oxygen saturation
2
ing ambient air, or a ratio of the partial
2

Results.
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The four hospitals of the ASL Città di
Torino were included in this study.
Study design was multidisciplinarily
developed and the drug administration
approved by the local ethics committee
and the Off-Label Commission.

Conclusion.

-

Introduction
No agent has yet been proven to be effective for the treatment of patients with
severe COVID-19. Acute respiratory
distress syndrome and multiorgan dysfunctions are among the leading causes
of death in critically ill patients with
COVID-19. The elevated levels of inCLINICAL AND
EXPERIMENTAL RHEUMATOLOGY
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storm may play a critical role in the pro-

subclass, has emerged as a potential

tion was not pre-determined but disposed according to the drug availability.
The primary end-point was the safety of
the medication. Secondary end-points
were the improvement of respiratory
and laboratory parameters. Clinical and
laboratory parameters were collected at
For comparison of variables at baseline and follow-up, Student’s -test was
used for normally distributed parameters and the non-parametric MannWhitney test for non-normally distributed parameters. Correlations were
by Fisher’s test. Multivariable logistic
regression analysis was used to identify any independent predictors of poor
time lapse between symptoms onset
and TCZ treatment; baseline laborato-
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Table I. Clinical characteristics at baseline.

Fig. 1. Laboratory
parameters at baseline and after treatment with tocilishown as mean and
SEM, *

Pulmonary Disease

ferritin, D-dimer. Kaplan-Meier hazard
plots were constructed for survival. For

grammes were used;

-

Results

COVID-19 infection, were prospecter admission. Thirty-four patients re-

the infusion of TCZ. We observed an
improvement in the levels of ferritin, Creactive protein, D-dimer and lymphocytes count, as shown in Figure 1. Conlevel were found. Respiratory parame2
2 improved,
albeit a degree of heterogeneity was ob2

mg s.c.]. Twenty-nine patients received
-

main clinical characteristics at baseline.
ences between the route of administration in terms of mortality, as rates were
TCZ i.v. and s.c. groups, respectively

2

tients required mechanical ventilation,
quired in 2 patients. D-dimer levels at

Fig. 2. Respiratory parameters at baseline and
shown as mean and SEM,

dictors of death. Kaplan-Meier hazard
cording to D-dimer levels. As expected,
due to the anti-receptor effect of TCZ,

All patients with fatal outcome received
a second dose of TCZ and death was

treatment of COVID-19. Besides, as
suggest a promising role of TCZ in
-

be observed even after a short time
from admission in the hospital was as-

patients reported severe-to-moderate
adverse events directly related to TCZ
infusions.
Discussion
-

improvement of respiratory parameters
and resolution of fever were observed
following TCZ administration.
While the overall data seem to be
promising, several considerations are
worth mentioning. First of all, prop-
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Fig. 4.
SEM, *

Fig. 3. Kaplan-Meier analysis of survival in patients with COVID-19 according to elevated and non-ele-

the potential to provide direct guidance
in the management of seriously ill patients with COVID-19.
In conclusion, in hospitalised adult patients with severe COVID-19, TCZ
might be considered a safe option. An
improvement in respiratory and laboratory parameters was also observed. Future controlled trials in patients with severe illness are urgently needed to con-
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Fig. 5.

erly designed controlled trials are urantiviral agents, were not protocolled,
the route of TCZ administration in our
study was heterogeneous and based on
drug availability. Similarly, the dose
for TCZ s.c. was based on previously
macodynamic analysis in patients with
conventional, this choice was forced
by the rapid spreading of the pandemic
in Northern Italy, one of most affected
areas worldwide, especially in the earwhen available evidence and therapeutic strategies were very limited. Simi-
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of this condition. While a role for TCZ
can be considered, regardless of the
concomitant antiviral therapy, our obtrolled trials.
Finally, selecting the best candidates to
undergo TCZ therapy and the best timnary, the present data suggest that early
TCZ administration in patients with elsociated with a two-fold increased sur-
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