Table 2.1.1: Overall Response Rate (ORR)
ITT Anal ysis Set

Tot al
(N=125)
I ndependent Review Committee (I RC)
Assessnents Best Overall Response
Rate (9%
Conpl et e Response 13 ( 10.4%
Partial Response 58 ( 46.4%
M nor Response 1( 0.8%
St abl e Di sease 41 ( 32.8%
Progressi ve Di sease 10 ( 8.0%
Not Eval uabl e 2 ( 1.6%
ORR (% [a] 72 ( 57.6%
95% Cl (% [b] 48.4 - 66.4
P-val ue [c] <. 0001

G | ead Sciences, Inc.
I DL Study 101-09

The I TT anal ysis set includes subjects who received at |east one dose of idelalisib.
[a] Subjects who had a conplete or partial response (or MR for subjects with W)
[b] 95% exact binom al confidence interval for overall response rate.

[c] One-sided p-value for testing against the null

Data Extracted: CRF Data: 220CT2018
Source: .../finalcsr/version2/prog/t-rsp.sas v9.4

hypot hesi s of ORR <= 20%

in best overall response category.
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