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2. SYNOPSIS

Name of company: Galapagos NV 
Public and Scientific contact: Galapagos Medical Information, Galapagos NV, @glpg.com 

Name of finished product: Not applicable. Name of active ingredient: G451990 (which is 
the compound code for ziritaxestat or GLPG1690) 

Note: throughout this clinical study report (CSR), 
ziritaxestat is used while GLPG1690 was used in 
the Clinical Study Protocol. 

Phase of development of clinical study: Phase 3 

Title of study: A Phase 3, randomized, double-blind, parallel-group, placebo-controlled multicenter study to 
evaluate the efficacy and safety of two doses of GLPG1690 in addition to local standard of care for minimum 
52 weeks in subjects with idiopathic pulmonary fibrosis 

Study Number: GLPG1690-CL­304; EudraCT Number: 2018-001406-29; ClinicalTrials.gov identifier: 
NCT03733444; IND Number: 130687 

Coordinating investigator name, number of clinical study sites that enrolled subjects, and countries: 

, 121 sites enrolled subjects in 15 countries 

Publication (reference): 

Maher, T. M., Kreuter, M., Lederer, D. J., Brown, K. K., Wuyts, W., Verbruggen, N., Stutvoet, S., Fieuw, A., 
Ford, P., Abi-Saab, W., & Wijsenbeek, M. (2019). Rationale, design and objectives of two phase III, randomised, 
placebo-controlled studies of GLPG1690, a novel autotaxin inhibitor, in idiopathic pulmonary fibrosis (ISABELA 
1 and 2). BMJ Open Respiratory Research, 6(1), e000422. https://doi.org/10.1136/bmjresp-2019-000422 

Study period: 

Study Initiation: 05-Nov-2018 

Early Study Termination: 10-Feb-2021 

Study Completion: 30-Mar-2021 

The study was prematurely terminated based on 
recommendations of the Independent Data Monitoring 
Committee. 

Reporting period: 

The reporting period was the same as the study 
period. 
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Objectives and endpoints: 

A complete list of objectives and endpoints and of analyses that were modified or not performed due to early 
termination of the study are provided in the CSR body. 

Objectives Endpoints 

Primary 

To evaluate the efficacy of 2 doses of ziritaxestat in 
addition to local standard of care (SoC) compared to 
placebo in subjects with idiopathic pulmonary fibrosis 
(IPF) as evaluated by the rate of decline of FVC over a 
period of 52 weeks 

Rate of decline of FVC (in mL) over a period of 
52 weeks 

Secondary 

Key Secondary Objectives Key Secondary Endpoints 

To evaluate the impact of 2 doses of ziritaxestat in 
addition to local SoC compared to placebo in subjects 
with IPF on: 

• disease progression defined as deterioration of FVC or
all-cause mortality at 52 weeks

• respiratory-related hospitalization until the end of the
study

• changes in quality of life (measured by St. George’s

Respiratory Questionnaire [SGRQ] total score) at
52 weeks

Disease progression defined as the composite 
endpoint of first occurrence of ≥10% absolute 

decline in percent predicted forced vital capacity 
(%FVC) or all-cause mortality at 52 weeks  

Time to first respiratory-related hospitalization 
until the end of the study  

Change from baseline in the SGRQ total score at 
52 weeks 

Study design: 

This clinical Phase 3 study was a randomized, double-blind, parallel-group, placebo-controlled multicenter study 
to evaluate the efficacy and safety of 2 doses (200 mg once daily [q.d.] and 600 mg q.d.) of orally administered 
ziritaxestat in addition to local SoC for at least 52 weeks in adult subjects with a centrally confirmed diagnosis of 
idiopathic pulmonary fibrosis (IPF). Local SoC for IPF was defined as receiving either pirfenidone or nintedanib 
at a stable dose for at least 2 months before screening, and during screening; or neither pirfenidone or nintedanib 
(for any reason). A schematic diagram of the clinical study design is provided below. 
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