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Safety and Efficacy of Lenabasum in a Phase II, Randomized, Placebo-
Controlled Trial in Adults With Systemic Sclerosis

Spiera et al, Arthritis Rheumatol 2020 Apr 26 

A randomized, double-blind, placebo-controlled, 9-center, multiple 
dose phase II study with 42 patients
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No. of patients
Nintedanib 288 283 281 273 278 265 262 241
Placebo 288 283 281 280 283 280 268 257
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Senscis: Primary endpoint: Decline in FVC over 52 weeks  
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Difference: 41.0 mL/yr
(95% CI: 2.9, 79.0); p=0.04
Relative reduction: 44%

Distler O, et al. N Engl J Med 2019; doi: 10.1056/NEJMoa1903076.

Annual rate of decline in FVC (mL/yr)  
(primary endpoint)

















Pulmonary function testing provides baseline parameters4–6

• Forced vital capacity (FVC)
• Diffusing capacity of the lungs for carbon monoxide (DLCO)
• Auscultation

All patients should be screened at baseline using HRCT1–3

How should patients with SSc be screened for ILD?

Interdisciplinary consensus statements on SSc-ILD

Hoffmann-Vold et al, Lancet Rheum 2020



102 SSc patients (Zurich cohort)

• 64/102 (63%) with significant ILD on HRCT

• 27/102 (26%) with FVC <80% predicted 

• 20/64 (38%) with significant ILD and FVC 
<80% predicted 

HRCT+FVC+

HRCT+FVC-

Pulmonary function testing alone misses the majority of 
patients with SSc-ILD

Suliman YA, Dobrota R et al. Arthritis Rheumatol 2015



Take home messages SSc

• Lenabasum (Cannabinoid-Receptor-Agonist): After a successful phase 2 trial, a 
completely negative phase 3 trial is presented. Secondary analysis with effects
of MMF on overall disease (CRISS).

• SSc patients with meaningful ILD do not need to be symptomatic. 

• These «preclinical» ILD patients progress and respond to therapy similar to 
patients with symptoms

• Lung function is insufficient to detect ILD

• Therefore, all patients with SSc need to be screened with HRCT to detect ILD
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