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Errata to the Briefing Document:   
   
Background from the Applicant:   
   
The Applicant would like to provide correction to Table 8, page 40 in the combined ODAC 
Briefing Document.  The original table is shown below followed by a table with corrections in 
red.  The conclusions remain unchanged.    
  
Of note, two patients in the D + CTx arm with an adverse event with outcome of death 
[interstitial lung disease and aortic aneurysm rupture (one patient each)] were captured in both 
the post-surgery and adjuvant periods. Given the definitions of the surgical period and the 
adjuvant period (see footnotes in Table 8 below), these periods may potentially overlap. 
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All reported percentages are based on the total number of patients in each column header as the denominator (i.e., patients who received Tx during that period).  
Source: Table 14.3.6.2.1.1.120DSU, iemt 0617.21, iemt 0617.69, Table 14.3.6.2.1.120DSU, Table 14.3.2.1.4.120DSU, Table 14.3.6.2.1.1.120DSU, Table 14.3.2.1.1.120DSU, Table 14.3.2.1.3.120DSU, iemt0617_021, 
iemt0617.108, Table 14.3.2.2.2.120DSU and Table 14.3.4.1.1.2.120DSU
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¶ First dose of study treatment (D/Pbo/CTx) until the earliest of: the last dose of Study treatment or surgery (taking the latest dose of D/Pbo/CTx/date of surgery) + 90 days, date of 
the first dose of subsequent anti-cancer therapy, or DCO date. 

# An AE of special interest consistent with an immune-mediated mechanism of action, where there is no clear alternate etiology, and requiring the use of systemic corticosteroids or 
other immunosuppressants and/or, for specific endocrine events, endocrine therapy. One patient assigned to the Pbo arm erroneously received a single cycle of D (in the adjuvant 
phase) and was included in the D arm for the safety analyses. 
All reported percentages are based on the total number of patients in each column header as the denominator (i.e., patients who received treatment during that period).  
DCO: 10 May 2024 (DCO4). 
Source: Table 14.3.2.1.1.IA2, Table 14.3.2.1.2.IA2, Table 14.3.2.1.3.IA2, Table 14.3.2.1.4.IA2, Table 14.3.6.2.1.IA2, Table 14.3.6.2.1.1.IA2, Table 14.3.6.2.1.2.IA2, Table 
14.3.6.2.1.3.IA2, Table iemt0617.180, Table iemt0673.048, Table iemt0673.049, Table iemt0673. 




