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On April 24, 2024, the division responded to BI acknowledging the rationale for the additional 
evaluation of the reversibility from the toxicology data and further proposed to revise the 
language under Animal Toxicity Data under 8.4. from  to 

  
 
On April 26, 2024, BI responded with the counter proposal stating “…These changes were fully 
or at least partially reversible…” by reasoning that the revised statement is an accurate 
representation of the results of bone changes observed in trials conducted by nonclinical 
evaluation of nintedanib in both rats and monkeys, as described in BI’s April 19, 2024, response. 
 

Review 
 
On May 1, 2024, non-clinical team determined that the proposal language submitted on April 26, 
2024, is acceptable.  
 
Labeling review was completed by Non-Clinical team Luqi Pei, Ph.D and Team leader Carol 
Galvis, Ph.D.  Clinical team Khalid Puthawala, M.D. senior clinical reviewer and Robert Lim, 
M.D. Deputy Director for Safety concurred acceptability of the sponsor’s proposal language in a 
review a dated June 13, 2024. 
 
The label submitted on April 26, 2024, was compared to the last approved labeling dated January 
13, 2022. There were no additional revisions to the labeling other than those proposed by the 
applicant on April 26, 2024, and the edits suggested by the division. 
 

Recommendations 
 
The recommendation is to approve the labeling supplement. 
 
 
 
 
        
Julianne Lee        6.13.24 
Regulatory Project Manager      Date 
 
Ladan Jafari        6.14.24 
Chief, Project Management Staff     Date 
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