


Galapagos has taken the decision to halt the ISABELA Phase 3 clinical studies (study numbers 
GLPG1690-CL-303 and GLPG1690-CL-304) with the investigational autotaxin inhibitor ziritaxestat 
(company code: GLPG1690) in patients with idiopathic pulmonary fibrosis. The decision is based on the 
recommendations of the Independent Data Monitoring Committee (IDMC) which, following a regular 
review of unblinded data concluded that ziritaxestat’s benefit-risk profile no longer supported 
continuing these studies. Further development of ziritaxestat in IPF has been discontinued. 

Please note that if the PIP has been submitted as part of a marketing authorisation application in order 
to comply with the requirements of Article 7 of the Paediatric Regulation (as a condition of the 
validation of the respective application) and a marketing authorisation was granted based on this 
application, then there is a legal obligation to complete that PIP. The same applies if there has been a 
successful post-authorisation application, where the PIP was included in order to comply with the 
requirements of Article 8 of the Paediatric Regulation.  

Please confirm if any of the above applies to the PIP in question: 

Yes  No  

If yes, it means that based on the Marketing Authorisation obtained at the end of that initial procedure 
or the successful post-authorisation application, as applicable, you are obliged to complete that PIP. 
That obligation cannot be cancelled by a unilateral decision, including by withdrawing the MA. Such PIP 
must be completed, unless it is modified in agreement with the PDCO by removing all outstanding PIP 
measures or granting a full product-specific waiver instead (upon relevant circumstances in accordance 
with the Paediatric Regulation). Non-completion of a binding PIP establishes noncompliance with the 
requirements of the Paediatric Regulation, which the European Medicines Agency has an obligation to 
report to the European Commission. 

Name and signature of the PIP contact point: Signature on file 

Date:      29 March 2021 

Contact for inquiries from interested parties:  Galapagos N.V. Generaal De Wittelaan L11 A3, 
                                                                    2800 Mechelen, Belgium 

Telephone: +32 1534 2900

Email: medicalinfo@glpg.com 




