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                          _________________________________________________________________________________________________

                                                                                                                  Total

                                                                                                                 (N=125)

                          _________________________________________________________________________________________________

 

                          Independent Review Committee (IRC)

                            Assessments Best Overall Response

                            Rate (%)

                             Complete Response                                                                  13 ( 10.4%)

                             Partial Response                                                                   58 ( 46.4%)

                             Minor Response                                                                      1 (  0.8%)

                             Stable Disease                                                                     41 ( 32.8%)

                             Progressive Disease                                                                10 (  8.0%)

                             Not Evaluable                                                                       2 (  1.6%)

 

                             ORR (%) [a]                                                                        72 ( 57.6%)

                             95% CI (%) [b]                                                                    48.4 - 66.4

                             P-value [c]                                                                       <.0001

 

                          

                            

                                                                                                  

                                                                                                

                                                                                                     

                                                                                                  

                                                                                               

                                                                                                      

 

                                                                                                     

                                                                                                 

                                                                                                    

 

                                                                                              

 

______________________________________________________________________________________________________________________________________________________

The ITT analysis set includes subjects who received at least one dose of idelalisib.

[a] Subjects who had a complete or partial response (or MR for subjects with WM) in best overall response category.

[b] 95% exact binomial confidence interval for overall response rate.

[c] One-sided p-value for testing against the null hypothesis of ORR <= 20%.
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