Figure 1. Kaplan—Meier Estimates of Overall Survival and Progression-free
Survival, According to Treatment Group.
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Table 2. Objective Responses in the Intention-to-Treat Population.*

FOLFIRINOX  Gemcitabine

Variable (N=171) (N=171)
Response — no. (%)
Complete response 1 (0.6) 0
Partial response 53 (31.0) 16 (9.4)
Stable disease 66 (38.6) 71 (41.5)
Progressive disease 26 (15.2) 39 (34.5)
Could not be evaluated 25 (14.6) 25 (14.6)
Rate of objective responsef
No. (%6) 54 (31.6) 16 (9.4)
95% ClI 24.7-39.1 5.4-14.7
Rate of disease controli
No. (%6) 120 (70.2) 87 (50.9)
95% Cl 62.7-76.9 43.1-58.6

Response duration — mo
Median 5.9 3.9
95% ClI 4.9-7.1 3.117.1

P Value

<0.001

=0.001

0.57
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Table 3. Most Commeon Grade 3 or 4 Adverse Events Occurring in Mere Than
5% of Patients in the Safety Population.*

Event

Hematologic

Meutropenia
Febrile neutropenia

Thrembocytopenia

Anemia

Nonhematologic

Fatigue
Vomiting

Diarrhea

Sensory neuropathy

Elevated level of alanine
aminotransferase

Thromboembaolism

FOLFIRINOX
[N=171)

Gemcitabine
(N=171)

no. of patients/total no. (%)

75/164 (45.7)
9/166 (5.4)

15/165 (9.1)

13/166 (7.8)

39/165 (23.6)
24/166 (14.5)
21/165 (12.7)
15/166 (9.0)
12/165 (7.3)

11/166 (6.6)

35/167 (21.0)
2/168 (1.2)
6/168 (3.6)

10/168 (6.0)

30/169 (17.8)

14/169 (8.3)
3/169 {1.8)
0/169

35/168 (20.8)

7/169 (4.1)

* Events listed are those that occurred in more than 5% of patie copyight © 2011 Massachusetts Medical Society.

group. NS denotes not significant.

P Value

<(0.001
0.03
0.04
NS

M5
NS
<0.001
<(0.001
<(0.001

N5
N Engl ) Med 2011;364:1817-25.
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