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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 



CD6-ALCAM: Rol Central en la Inflamación 



Itolizumab 



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 



Patients and Treatment 

ITO| CIM 

Itolizumab Patients (N=20) 

At least 1 dose 20  

At least 2 doses 14 

At least 3 doses 07 

At least 4 doses 03 

2nd , 3rd and 4th doses were 0.8 mg/kg 

2nd and 3rd doses were 200 mg 

40 pacientes recibieron 2 dosis 
3 pacientes recibieron 3 dosis 

Moderate 
Severe 



Main comorbidities 

CKD 



Other concomitant therapies 



Results 



Improvement of ventilatory function 

Rate of patients with improvement in PiO2 / FiO2 ratio 
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p = 0.053 p = 0.058 



Significant reduction in serum IL-6 concentrations 
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Itolizumab reduces serum IL-6 
concentrations in critically and severe ill 
patients (81.25%) and stabilizes their 
levels in confirmed high risk patients 

IL6 concentrations were significantly reduced 
in treated patients. In the controls, an increase 
in the concentration of IL6 was found 
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TNF-α Levels (pg/mL) 
Key marker of Inflammation 

Arm A Arm B 
Subsequent dose showed 
similar trends 

Greater than 4 fold decline in mean TNF-α  levels post infusion seen in Arm A compared to > 3 
fold increase in Arm B 



Survival and security data 
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Survival assessment (14-day survival rate)  
 
•  Cuban Severe and moderate patients: 90% 
•  Indian patients: 100% (Itolizumab) vs 70% (Control) 

Safety data 

• Cuba: Only 3 patients (4.41%) developed related serious events 
• India: Only 1 patient (4.5%) had a serious adverse event related to Itolizumab 

administration 
 











Conclusions 

• Itolizumab was safe .  

• Itolizumab improved ventilatory function.  

• Itolizumab decreased pro-inflammatoty cytokine levels 

• Rapid radiological improvement in some patients 

•  Itolizumab decreased the lethality rate.  



Post-authorization use in Cuba 
 
Global recovery rate: 93 % 
Recovery rate in severe patients: 85 % 
Recovery rate in moderate patients: 97 % 



Estudio en sepsis 
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