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MOSAIC: Study Design

s FOLFOX4: LV5FU2 + oxaliplatin 85 mg/m?

@ N=2246

™~
LVSFU2 Stage I1: 40%

Stage lll: 60%

Primary end-point: disease-free survival at 3 year
Secondary end-points: safety, overall survival
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Disease-Free Survival Stage lll patients

Probability 3-year

1 —— FOLFOX4 (n=672)  71.8%
—— LV5FU2 (n=675) 65.5%
0.9 -
0.8 -
0.7 -
0.6 - .
;I; Hazard ratio: 0.76 [0.62-0.92]
0 10 20 30 40 50

DFS (months)
24% risk reduction for stage Il patients in the FOLFOX4 arm

André, et al. N Engl J Med 2004;350:2343-2351
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DFS curves for high-risk* stage Il

Probability patl ents
1.0 ¢
0.9
1
0.8 7
0.7 -
— FOLFOX4 — 286 HRStage Il HR 0.76
0.6 — LV5FU2 - 290 HR Stage Il

0 6 12 18 24 30 36 42 48

DFS (months)

*T4 and/or bowel obstruction and/or tumor perforation and/or poorly

differentiated tumor and/or venous invasion and/or <10 examined lymph nodes
Data cut-off: January 16, 2005 16



HARSAY
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HRELOAY

NCCN
v2.2009*

FOLFOX(#73")—1) or FLOX(h73")—2B)
Capecitabine
5-FU/LV(RPMI or Machover)

INAV)RY
Stage IIA
_|_
Stage 1IB

FOLFOX or FLOX(A#73")—2B)
Capecitabine

5-FU/LV(RPMI or Machover)
Fen PR 520 BR

(TR

ESMO
2008**

5-FU/LV (#EsEL 2 A2 )+ Oxaliplatin
Capecitabine

NICE
2006***

Oxaliplatin/5-FU+LV
Capecitabine
*NCCN clinical practice guidelines in oncology Colon Cancer V.2.2009

**Ann Oncol. 2008 May;19 Suppl 2:ii29-30 17
***TA100 Colon cancer (adjuvant) - capecitabine & oxaliplatin: guidance
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—— £ FHHE (0S)

1.0F
XELOXiE =R/ X7 T (n=1,017)
0.8 FOLFOX4ik+~_/\> X< 7T (n=1,017)
& 0.6 N —FKLE: 0.99
F . (97.5%{5%EX[E: 0.88-1.12)
£ g4
0.2
0.0
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Cassidy et al., J Clin Oncol 26(12); 2006-2012, 2008 21
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& XELOX+BVIZF B LIZEYTIL TSV DR EEIFEAIEZ S

»FOLFOX iz 5[EI%  8[E (85mg/m2)680mg
> XELOX T 5 Mm% 7.5[E(130mg/m2)975mg
»XELOX+BV ¥z 5[EI%L 10[8] (130mg/m2)1300mg

& XELOX(130mg) T 59 5 &IZLKYFOLFOX(85mg) TR &
TALVIBRBI-YERENBZS

»>85mg/m2 x 1.6 =136mg 100mg 14, 50mg 1A
»>130mg/m2 x 1.6 =208mg 100mg 24K + (50mg 174)
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