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General Information 
YODA Project (Protocol) ID: 2026-0012 

Date Proposal Received by 
YODA Project: 

16-JUN-2026 

Product Name(s): Ibrutinib (Imbruvica) 

Condition(s) Studied: Leukemia, Chronic Lymphocytic 

NCT Numbers(s), Protocol 
Number(s) and Title(s): 

1. NCT03462719 - 54179060CLL3011 
A Study of the Combination of Ibrutinib Plus Venetoclax Versus 
Chlorambucil Plus Obinutuzumab for the First-line Treatment of 
Participants With Chronic Lymphocytic Leukemia (CLL)/Small 
Lymphocytic Lymphoma (SLL) (GLOW) 
 

2. NCT02264574 - PCYC-1130-CA 
A Randomized, Multi-center, Open-label, Phase 3 Study of the 
Bruton's Tyrosine Kinase Inhibitor Ibrutinib in Combination With 
Obinutuzumab Versus Chlorambucil in Combination With 
Obinutuzumab in Subjects With Treatment-naïve Chronic 
Lymphocytic Leukemia or Small Lymphocytic Lymphoma 
 

3. NCT01722487 - PCYC-1115-CA 
Randomized, Multicenter, Open-label, Phase 3 Study of the Bruton's 
Tyrosine Kinase Inhibitor Ibrutinib Versus Chlorambucil in Patients 
65 Years or Older With Treatment-naive Chronic Lymphocytic 
Leukemia or Small Lymphocytic Lymphoma 
 

Proposal Review 
Question 1: 
The clinical trial data from the study/studies listed above were previously 
identified and approved as being available for a data sharing request.  Is 
there any reason why the study/studies listed should no longer be shared? 

No 

Comments if ‘Yes’:  
Question 2: 
On review of the proposal, is there any data that has been requested that 
may be missing from the clinical database? 

No 

Comments if ‘Yes’:  
Question 3: 
Is a similar analysis underway, or completed and pending disclosure by J&J? 

No 

Comments if ‘Yes’:  
 


