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Table 200 Baseline characteristics of the patients

patients of safety evaluation

patients of patency evaluation

cilostazol ticlopidene p Value cilostazol ticlopidine p Value
No. of patients 96 97 84 92
Age (years) 68.9+6.4 69.0+6.6 0.8946 68.8+6.5 68.8+6.6 0.9954
Sex (male/female) 86/10 82/15 0.3918 74110 78/14 0.6610
Fontaine stage (I/1I/111/1V) 1/67/11/17 0/65/21/11 0.7713 1/58/9/16 0/64/18/10 0.8812
History of smoking 85 (88.5%) 75 (77.3%) 0.0549 73 (86.9%) 71 (77.2%) 0.1181
Heart disease 26 (27.1%) 23 (23.7%) 0.6227 23 (27.4%) 20 (21.7%) 0.4827
Kidney disease 11 (11.5%) 3(3.1%) 0.0285 9 (10.7%) 3(3.3%) 0.0713
Cerebrovascular disease 16 (16.7%) 14 (14.4%) 0.6956 16 (19.0%) 12 (13.0%) 0.3074
Hypertension 68 (70.8%) 66 (68.0%) 0.7551 59 (70.2%) 62 (67.4%) 0.7458
Diabetes mellitus 27 (28.1%) 34 (35.1%) 0.3536 24 (28.6%)  33(35.9%) 0.3356
Hyperlipidemia 17 (17.7%) 16 (16.5%) 0.8505 16 (19.0%) 15 (16.3%) 0.6943
Combined use of warfarin 55 (57.3%) 58 (59.8%) 0.7710 50 (59.5%) 56 (60.9%) 0.8785
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Table 30 Types of bypass grafting and graft materials

0l10000b03000booooo cilostazol ticlopidine p Value
0010000000010000 Types of bypass grafting
ROBOMOODOOOTNOooog 0 1) Femoro-popliteal (above knee) 68 78
00000000 100CABGO O 3 0 2) Femoro-popliteal (below knee) 13 10 0.6514
OOPTCAO D 1000001000 0 3) Femoro-anterior tibial

0 O Femoro-posterior tibial 3 4
00100000 400000 20

0 O Femoro-peroneal
000BmMR40MOoOooooo .

Graft material
noobooooobcoooon 0 1) Saphenous vein 21 19
obobobmoooboooooo O 2) Prosthetic graft 62 72 ] 0.7852
gobo0ooOobOooooooooo 0 3) Composite graft 1 1
gobo0ooOobOooooooooo
ogdbooooooooooog

2000000 14

gobooooooocios4ooTioe0o0ooired 0 ) e ) a7 72.4+6.1

) 2089 b (30) 67.616.5
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Figurel Cumulative primary patency rates (Kaplan-Meier

plots of graft patency). Cumulative primary patency rates at 3

and 5 years after the start of administration were 72.4+6.1%

and 67.6+6.5%, respectively, in the cilostazol group and

73.8+5.1% and 66.7+6.1%, respectively, in the ticlopidine

group, indicating no significant difference between groups
[0 p=0.8402 by log-rank test(]
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Table 40 Patency rates according to treatment and smoking history

Combined use of warfarin 1 year 2 years 3years 4 years 5 years p Value
cilostazol G. 90.7+4.5%  79.3£6.6%  79.3+6.6%  75.5+7.3%  755*+7.3%
Yes n_=50. . n=33 n=25 n=21 n=18 n=18 0=0.3249
ticlopidine G. 845+51%  73.6£6.3%  73.6+6.3% 63.1+7.8%  63.1+7.8%
n=56 n=41 n=29 n=25 n=14 n=11
cilostazol G. 89.0+6.1% 72.3+10.0% 60.2+11.4% 53.5+11.9% 53.5+11.9%
No n-=34. . n=16 n=12 n=9 n=8 n=8 p=0.3736
ticlopidine G. 80.3+7.2%  753+84%  753+84%  75.3+84%  75.3%+8.4%
n=36 n=20 n=14 n=12 n=9 n=8
Types of bypass grafting 1 year 2 years 3 years 4 years 5 years p Value
cilostazol G. 94.2+32%  84.7t54%  79.0£6.3%  76.1+6.7%  76.1+6.7%
F-AKP n_=68. . n=41 n=32 n=27 n=24 n=24 0=0.2334
ticlopidine G. 825+4.6%  73.8+55%  73.8+55%  68.1+6.4%  68.1+6.4%
n=78 n=52 n=36 n=32 n=19 n=16
cilostazol G. 67.7£13.4% 451+15.8% 45.1+158% 30.1+16.2% 30.1+16.2%
F-BKP n_=13. . n=6 n=4 n=3 n=2 n=2 0=0.2889
ticlopidine G. 77.8+13.9% 64.8+16.5% 64.8+16.5% 48.6+18.7% 46.8+18.7%
n=10 n=7 n=5 n=4 n=3 n=2
Graft material 1 year 2 years 3 years 4 years 5 years p Value
cilostazol G. 88.9+75% 64.6+13.1% 64.6+13.1% 64.6%x13.1% 64.6%x13.1%
Sephenous vein n-=21. . n=11 n=g n=7 n=7 n=7 p=0.8332
ticlopidine G. 83.3+8.8% 76.4+10.4% 76.4+10.4% 66.8+12.8% 66.8+12.8%
n=19 n=13 n=11 n=8 n=6 n=4
cilostazol G. 90.3+4.2%  82.6£57%  76.4+6.7% 69.8+7.6%  69.8+7.6%
Prosthetic graft n-:62. . n=37 n=29 n=23 n=19 n=19 p=0.6753
ticlopidine G. 824+48%  746%x57%  746+57%  68.1+6.8%  68.1+6.8%
n=72 n=47 n=32 n=29 n=17 n=15
History of smoking 1 year 2 years 3 years 4 years 5 years p Value
cilostazol G. 91.4+3.7%  78.3%£59%  72.9+6.6% 67.1+7.3% 67.1+7.3%
Yes n-:73. . n=43 n=32 n=25 n=23 n=23 0=0.6410
ticlopidine G. 80.7£5.0%  72.1+6.1%  72.1+6.1%  65.8+7.0%  65.8%+7.0%
n=71 n=44 n=30 n=27 n=19 n=16
cilostazol G. 81.8+11.6% 68.2+15.8% 68.2+15.8% 68.2+15.8% 68.2+15.8%
No n':ll. . n=6 n=5 n=5 n=3 n=3 p=0.6450
ticlopidine G. 89.7+6.9%  78.8+9.4%  78.8+9.4% 69.0+12.4% 69.0+12.4%
n=21 n=17 n=13 n=10 n=4 n=3
goooooboboOobobooooobobobooo 0000
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A multicenter, randomized, group-comparative open trial of cilostazol was conducted to investigate the drug's effect
on the graft patency of reconstructed arteries following infrainguinal bypass surgery in patients with arteriosclerosis
obliterans (ASO), using ticlopidine as areference. The subjects enrolled in the study were 198 patients who had under-
gone infrainguinal bypass surgery.

Evaluation of safety showed no difference between the two drug groups. The cumulative primary patency rates for
the first 3 and 5 years after the start of administration were 72.4+6.1% and 67.6+6.5%, respectively, in the cilostazol
group and 73.8+5.1% and 66.7+6.1%, respectively, in the ticlopidine group, showing no significant difference between
the two groups (p=0.8402 by log-rank test). It was concluded that cilostazol is both safe and useful for improving graft
patency in ASO patients following infrainguinal bypass surgery. (J. Jpn. Coll. Angiol., 2003, 43: 251-258)
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