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Weight (kg), (0, %)
< 50 31 34 15 11 46 45

0.62 0.68 0.86 0.63 0.68 0.67
50 - <70 844 910 298 333 1142 1243

16.94 28.28 17.14 19.17 16.99 18.51
70 - < 90 2451 2433 942 895 3393 3328

49.19 48.88 54.17 51.53 50.48 49.56
>- 90 1657 1601 484 498 2141 2099

33.25 32.16 27.83 28.67 31.85 31.26
TIMI Risk Score (n,
%)
0-2 613 605 592 601

12.35 12.27 52.67 51.94
3-4 3045 3044 339 326

61.37 61.73 30.16 28.18
5-7 1304 1282 193 230

26.28 26.00 17.17 19.88
Mean 3.8 3.8 2.7 2.8
SD 1.2 1.2 1.9 2.0

Titni Risk Index (n,
%)
Q1: 3.90 - 13.60 1015 1039 362 354 1356 1387

20.15 20.68 20.56 20.09 19.95 20.44

Q2: > 13.60 - 17.50 1005 998 347 354 1400 1365
19.95 19.86 19.70 20.09 20.59 20.11

Q3: > 17.50 - 21.70 972 1031 364 338 1310 1369
19.30 20.52 20.67 19.18 19..27 20.17

Q4: > 21. 70 27.40 1016 977 347 355 1359 1327
20.17 19.45 19.70 20.15 19.99 19.55

Q5: > 27.40 - 94.00 1029 979 341 361 1373 1338
20.43 19.49 19.36 20.49 20.20 19.72

Mean 21.12 20.86 20.63 20.98 20.99 20.89
SD 8.96 8.71 9.11 9.60 9.00 8.95
ECG Abnormality
(n, %)
Yes 3644 3654 1747 1741 5391 5395

72.24 72.64 98.76 98.64 79.13 79.40
No 1400 1376 22 24 1422 1400

27.76 27.36 1.24 1.36 20.87 20.60
Cardiac Marker>
ULN(n, %)

.Yes 4004 4011 1286 1265 5290 5276
79.38 79.74 72.70 71.67 77.65 77.65

No 1040 1019 483 500 1523 1519
20.62 20.26 27.30 28.33 22.35 22.35

History ofDiabetes (n,
%)
Yes 1246 1226 330 344 1576 1570

24.70 24.37 18.65 19.49 23.13 23.11
No 3798 3804 1439 1421 5237 5225

7530 75.63 81.35 80.51 76.S7 76.89



NDA 22-307/S-000 EFFIENfTM, prasugrel hydrochloride - 11-

Prior TWstroke
(0,%)

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 ofCHF(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
(n, %)
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 56.47 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 35.37 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

35.47 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 UAINSTEMI, STEMI, and All
ACS populations (Table 2). In the UAINSTEMI 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 STEMI, there was an early separation in
favor ofprasugrel 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

Subject Population
Prasugrel

K n 1\ I
Clopidogrel

H n (\ 1
Total

B a (\ 1
Cox Proportional

BR 195\ ell
Gehan·WileOXOD

p·vdue

VA/ISm!
srBlII
AllACS

SOU 469 (9.301
1169 174 IU41
6SU 643 (9.441

5830 565 111.231
1165 216 112.241
6795 791 (11.491

10014 1034 (10,261 0.820 (0.726, 0.9211 0.002
3534 390 (11.04) 0,193 (o.m, 0.9681 0.019

13609 UH (10.461 0.812 (0.732, 0.9021 <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
UAINSTEMI subjects.

p-,--------------------------,

.8~·~.......
I.Rr....rd able.... 8.SZQ
(9$"/a CI.1I.7%{"O.'n7)
r=«I.OO%

I~ ~70 .\(IC.

J,...tys Frnm RurK.ltmli:nllinn
~($ JW~ :!")~:<

·U:4 ;\:C(...~ ~t(.

1-ru....usn:1 - - - _. ('I''I'kk~'I'\:1 I

_..-... ---_ .... -.# ......-----_.

;.-.~ ..,- .., ..--'-.---------------- --- ---- -----

f

'''ru!'U~1 lltu.4 ..f(i')') -WoO)

(~'rdd'~1 $0.0(' -k.06 ";'ifIII

(Source: Sponsor's Figure II.2a, confirmed by the reviewer's analysis)

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




