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Lapatinib Combined With Letrozole Versus Letrozole and

on oo Metn s Placebo As First-Line Therapy for Postmenopausal
s tngeer semers s Flormone Receptor—Positive Metastatic Breast Cancer
MMM.:.IN -"‘“_""\' “5?2""“" Stephen ‘.Jr’:.llsmjr Tohn Pippen ‘.' Xavier Pivot, Mikhail Lichinitser, Sﬂrr:IlSna'g hi, Veromique m'ms_i_.,;zm..,l
Patients randomly assigned as of 29-Dec-2008
(ITT Population)*®
(N =1,286) I
Patients with HER2-positive MBC Patients with HER2-negative Patients with HER2-Missing MBC
(HER2-Positive Population)t MBC (HER2-Megative Population)f {HER2-Missing Population)§ I
{n=219) {n =952) {n=115) I
Did not receive Randomly assigned Did not receive Randomly assigned to Did not receive Randomly assigned to
therapy to therapy therapy therapy therapy therapy I
(n=0) - (n=219) n=0) e (n =952) (n=8} ‘S {n=115) I
0 erroneously 2 erroneously 7 erroneously 11 erroneously 2 erroneously 1 erroneously
received monotherapy received combination received monotherapy received combination received monotherapy received combination I

Randomly assigned Randomly assigned to Randomly assigned to Randomly assigned to Randomly assigned Randomly assigned to
to combination therapy monotherapy with ombination therapy with monotherapy with to combination therapy maonotherapy with I
with lapatinib 1,500 mg + letrozole 2.5 mg po daily lapatinib 1,500 mg + letrozole 2.5 mg po daily with lapatinib 1,500 mg + letrozole 2.6 mg po daily
letrozole 2.5 mg po daily (n=108) etrozole 2.5 mg po daily (n=474) letrozole 2.5 mg po daily {n=862) I
(n=111) {n =478) (n =53)
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Palifermin Reduces Severe Mucositis in Definitive
Chemoradiotherapy of Locally Advanced Head and Neck
Cancer: A Randomized, Placebo-Controlled Study
Quyrih-Thus Le, Harold E. Kirm, Charles |. Schnider, Gyiirgyi Murakiszy, Kreysetof Skladdowski,

Sabine Reinisch, Yuhchyan Chen, Michael Hickey, May Mo, Mon-Gy Chen, Dictnar Berger, Richard Lizam
and Michael Henke
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JCO, 2011.

chemoradio

ChryriteThu Le, Stanfon Unkessity,
Stanfor; Michael Hickay, May Mo,
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Table 2. Efficacy End Points

Palifermin (n = 94)

Placebo (n = 94)

Unadjusted  Adjusted

Primary
Incidence of severe oral mucositist 51 54 65 69 .041
Secondary ) TR
Median duration (days) of severe oral mucositis 5 0 40 26 0 50 0186 112
Median time (days) to onset of severe oral mucositis 47 27 N/E 35 22 N/E 026 157
Incidence of grade = 2 xerostomia at month 41 B3 67 75 80 .046 231
Average MTS score (0-4) .07 .285
Mean 1.66 1.86
sD 0.73 0.65
Median total opicid analgesic img IV morphine equivalent) 283.16 483 9566.19 498.33 2600 1513.33 238 684
Incidence of chemotherapy delays$ 49 52 42 45 342 684
Incidence of radiation breakss 14 15 14 15 959 .959

RSTey aTone TS outh Bnd TirdaT soreness, /L, ot estmanie: 01

Trstquimie QI thitd duante: S0, Standard devigtion, =

combination of the hierarchical

Adjustment for multiple statistical testing was performed by using a

Hochberg procedure to protect the overall type I error rate of 5%.

testing procedure and the
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P
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2 £(d)p=0.024  >0.0125 >0.0125 >0.0125
g- (a) p=0.038 >0.0125 (0.0250) >0.0167

(c) p=0.049 >0.0125 (0.0375) >0.0250

“ . (b) p=0.051 _ >0.0125 (0.0500) >0.0500
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