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Itolizumab

• CD6 is a glycoprotein 
expressed on mature T-
lymphocytes 

• Crucial regulator of the T-cell 
activation

• ALCAM: main ligand in 
immunologic synapsis. 

• Triple role: adhesion, 
activation  and inflammatory 
cytokine secretion







Trial Design and inclusion criteria

Open-label, expanded-access trial in which moderate, severe or critical SARS-CoV-2 patients 
received itolizumab in combination with other therapies included in the national protocol for 
COVID-19.

Inclusion criteria

• age ≥18 years 

• confirmed multifocal interstitial 
pneumonia 

• need for oxygen therapy to maintain 
saturation (SaO2)>93%

• worsening of lung involvement. 

Other inclusion criteria

• wheezing or irregular speech

• respiratory frequency greater than 
22 breaths/minute

• PaO2<65 mm Hg

• persistent fever ≥38oC, 

• decrease of baseline hemoglobin, 
platelets or leukocytes, 

• increase in ferritin values or D-Dimer

• onset of neurological manifestations



Trial Design

Protocol approval

• The protocol was approved by the 
Ethics Committee of the Institute 
of Tropical Medicine "Pedro Kourí" 
and by the Cuban Regulatory 
Agency. 

• All investigations were conducted 
in accordance with the Helsinki 
Declaration

Treatment administration

• Treatment consisted in one
intravenous infusion of 200 mg of 
itolizumab diluted in 200 ml of sodium
chloride (0.9%). 

• Patients could receive a second dose
of the antibody, if they still had signs
of respiratory distress. Infusion
duration was at least 2 hrs. 



Demographic characteristics of the patients



Main comorbidities

CKD



Other concomitant therapies



Itolizumab number of doses

Critically ill Severely ill Moderately ill Total

No % No % No % No %

29 100.0 16 100.0 25 100.0 70 100.0

Itolizumab 1 dose
29 100.0 16 100.0

25 100.0 70 100.0

2 doses 14 48.3 8 50.0 19 76.0 41 58.6

3 doses 3 10.3 -- -- -- -- 3 4.3

P (kruskall-wallis) 10.2 ± 5.1 7.9 ± 6.0 2.7 ± 3.7 7.0 ± 5.9

Time to start 

itolizumab

Mean ±SD 10.0 ± 6.5 7.5 ± 5.5 1.0 ± 4.0 7.0 ± 10.0

Median ± IR (0; 22) (1; 27) (0; 13) (0; 27)

(min; max) 0.0000 0.016



Results



Improvement of ventilatory function

Rate of patients without need to increase FiO2 to maintain stable SO2 

Rate of patients with improvement in PiO2 / FiO2 ratio

Critical Severe Critical/Serious

Critical Serious Critical/Serious



Safety and survival data

ITO| CIM

Safety data

• Itolizumab was safe
• Treatment-related events were recorded in 14.3% of the patients
• Most frequent adverse events were mild to moderate chills, hypotension and fever.
• Only 3 patients (4.41%) developed serious related adverse events



Survival rate

Comparison with Cuban controls

Crítical Severe Moderately ill
(2 or more 

comorbidities)

Odds ratio 1.75 (0.37; 8.33) 3.85 (1.02-14.28) 6.67 (0.83-50)

Odds ratio
(No IFN)

6.2 (0.9; 38.5) 3.7 (0.7-18.2)







Representative X Rays
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Pcte CJMQ, Mtzas



Paciente YHF, Mtzas



Paciente SADD (Hospital Salvaor Allende)
Itolizumab 8 de Abril : Dosis 1

Antes del tratamiento
10 de Abril



Conclusions

• Itolizumab was safe. 

• Itolizumab Improved ventilatory function of the ICU patients. 

• Itolizumab successfully reduced interleukin 6, in individuals with very 
high concentration and did not trigger the cytokine release in low-
level patients.  

• Reduction of the mortality as compared to Cuban controls. Larger 
benefit in moderately and severely ill patients


