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Prior TIA/stroke

(n, %)

Yes 213 192 49 64 262 256
4.22 3.82 2.77 3.63 3.85 3.77

No 4831 4834 1720 1701 6551 6539
95.78 96.18 97.23 96.37 96.15 96.23

Prior MI (n, %)

Yes 1051 1024 175 184 1226 1208
20.84 20.3 9.89 10.42 18.00 17.78

No 3993 4006 1594 1581 5587 5587
79.16 79.64 90.11 89.58 82.00 82.22

Prior PCI (n, %)

Yes 790 807 114 119 904 926
15.66 16.04 6.44 6.74 13.27 13.63

No 4254 4223 1655 1646 5909 5869
84.34 83.96 93.56 93.26 86.73 86.37

History of CHF(n, %)

Yes 217 211 5 5 265 247
4.30 4.49 1.34 1.37 3.89 3.64

No 4827 4819 369 361 6548 6548
95.70 95.81 98.66 98.63 96.11 96.36

Metabolic Syndrome

(D, %L .

Yes 2257 2254 709 684 2966 2938

44.75 44.81 40.08 38.75 43.53 43.24
No 2787 2776 1060 1081 3847 3857
55.25 55.19 59.92 61.25 5647 56.76

Troponin over ULN

at Baseline (n, %)

Yes 3538 3561 864 879 4402 4440
79.76 80.86 64.29 64.63 76.16 77.03

No 898 843 480 481 1378 1324
20.24 19.14 35.71 3537 23.84 22.97

Tobacco Use (n, %) :

Yes 3255 3292 1207 1198 4462 4490
64.53 65.45 68.23 67.88 65.49 66.08

No 1789 1738 562 567 2351 2305
3547 34.55 31.77 32.12 34.51 33.92

(Source: Sponsor’s Table 11.1, confirmed by the reviewer’s analysis)

3.1.1.5 Sponsor’s Primary Efficacy Results

The incidence of the primary endpoint was statistically significantly lower in subjects
randomized to prasugrel compared to clopidogrel in the UA/NSTEMI, STEMI, and All
ACS populations (Table 2). In the UA/NSTEMI and All ACS populations there was an

early separation and continued divergence of the Kaplan-Meier curves in favor of

prasugrel (Figures 3 and 5). For subjects with STEM], there was an early separation in

favor of prasugrel that was sustained throughout the study (Figure 4).
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Table 2 Number and Percentage of Subjects Reaching the Composite Endpoint of CV
Death, Nonfatal MI, or Nonfatal Stroke—CEC Adjudicated, ITT

Prasugrel Cldpidogrel Total -~ Cox Proportional  Geban-ilcozon
Sbject Population  § n ¥ ¥ o () P ) mpsia p-value

Uy/NSTRED S04 463 (9.30)  BO30 56R (10.23) o074 1034 (10.26) 0.820 {0.726, 0.927)  0.002
STRNT 6 1M (0.84) 1065 216 (L2.24) W0 (L0} 0.793 (0.649, 0.968) 0.018
AL ACS @13 63 (.44 6195 TAL (LL49) 13608 124 (10.46) 0.812 (0732, 0.902) <0.001

(Source: Sponsor’s Table 11.5, confirmed by the reviewer’s analysis)

Figure 3 Kaplan-Meier estimates of the incidence of the primary composite endpoint
of CV death, nonfatal MI, or nonfatal stroke—CEC adjudicated All randomized
UA/NSTEMI subjects. '
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(Source: Sponsor’s Figure 11.2a, confirmed by the reviewer’s analysis)

Figure 4 Kaplan-Meier estimates of the incidence of the primary composite endpoint
of CV death, nonfatal MI, or nonfatal stroke—CEC adjudicated All randomized STEMI
subjects. '





