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QUESTIONS 
 
 
 

1. DISCUSSION:  Discuss the efficacy of nintedanib for treatment of patients with systemic 
sclerosis interstitial lung disease (SSc-ILD).   
 
a. Discuss the clinical meaningfulness of the changes in forced vital capacity (FVC) with 

nintedanib treatment in the population studied.  
 

2. DISCUSSION:  Discuss the FVC data from the following subgroups and the implications 
for use of nintedanib in patients in the US: 
 
a. US and Canada subgroup compared to the overall study population 
b. Patients on background mycophenolate versus no background mycophenolate treatment 

 
3. VOTE: Do the data provide substantial evidence of the efficacy of nintedanib for the 

treatment of systemic sclerosis interstitial lung disease?  
  
a. If no, what further data are needed?   

 
4. VOTE: Is the safety profile of nintedanib adequate to support approval of nintedanib for the 

treatment of systemic sclerosis interstitial lung disease? 
 
a. If no, what further data are needed?  

 
5. VOTE: Is the benefit-risk profile adequate to support approval of nintedanib at the proposed 

dose of 150 mg twice daily for the treatment of systemic sclerosis interstitial lung disease?   
 
a. If no, what further data are needed?  

 
 

 

 


