
•	 Acute Respiratory Distress Syndrome

•	 Acute Kidney injury

•	 Multi-organ failure

•	 Pneumonia

•	 Sepsis

A Phase 3, Multicenter, Double-blind, Placebo Controlled Study of an Anti-TLR4 Antibody, Paridiprubart, 
in Adult Patients With Respiratory Distress on Invasive Mechanical Ventilation

Dr. Ted Steiner, University of British Columbia

ARDS:  A high‑mortality syndrome with no approved disease‑modifying therapies

Paridiprubart:  A highly selective TLR4 inhibition designed for acute critical‑care

Phase 3 Baseline Characteristics:  Intent to treat population of 104 patients on IMV

Phase 3 Study Design:  Intent to treat population of 104 patients on IMV

Phase 3 Study Results:  Key Primary and Secondary Endpoints 

Inducing Agent/Insult

Paridiprubart is a threat-agnostic therapy  
that can modulate harmful, dysregulated 

immune responses resulting  
from multiple insults

Host Damage Response 
(DAMPs)

Death

	» Bacterial 
(gram-negative)

	» Viral 
(influenza, SARS-CoV2)

	» Chemical 
(acid, chemical weapons)

	» Endogenous 
(HMGB1, calprotectin)

	» Ventilator-induced

	» CBRN-relevant

Paridiprubart’s
Target

Sustained  
TLR4 
Activation

Paridiprubart

NFkB

•	 Toll-like receptor 4 (TLR4) antagonist with high specificity and  
high affinity; it binds TLR4 in a ligand-independent manner 

•	 Helps alleviate the dysregulated damage/immune response  
that leads to ARDS, irrespective of the initial stimulus

•	 Administered as a single IV infusion on top of the existing 
standard of care

•	 Men and women >18 years old

•	 Positive COVID-19 test

•	 Negative pregnancy test

•	 IMV

•	 Pregnant or breastfeeding women

•	 Progression to death within 48-72h is imminent/inevitable

•	 Active participation in immunomodulator trials

•	 Treatment with immunosuppressant drugs that are not part of SOC

•	 Meaningful clinical improvement prior to administration

*	Estimated risk of mortality using multivariate logistic regression  
derived risk differences (95% confidence interval)

Mortality at Day 28*
n= 104

ITT Population (IMV with or without ECMO/Organ Support)

Safety Population (with or without IMV)

Key Inclusion Criteria

Key Exclusion Criteria

38% IMV/ECMO
(104/278)

62% IMV
(174/278)

n=104

Mortality at Day 60*
n= 104
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