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P:aged 50-75 years, with type 2 diabetes mellitus

E : micronised fenofibrate 200 mg daily

C:placebo

O:primary outcome was coronary events (coronary heart disease death or non—fatal myocardial

infarction)
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Placebo (n=4900) Fenofibrate (n=4895) HR (95% CI) Log-rank p

Number (%)*  Rate/1000 person-years atrisk Number (%)* Rate/1000 person-years at risk

Primary outcome

Coronary events 288 (6%) 117 256/(5%) 10-4 0-89 (0-75-1-05) 016
Coronary heart disease mortality 93 (2%) 37 110(2%) 44 119 (0-90-1-57) 022
Non-fatal myocardial infarction 207 (4%) 84 158 (3%) 6-4 0-76 (0-62-0:94) 0010

Secondary outcome

Total cardiovascular disease events 683 (14%) 20.0 612 (13%) 258 0-89 (0-80-0-99)  0-035

Cardiovascular disease mortality 127 (3%) 51 140(3%) 56 1-11(0-87-1-41) 041

Total mortality 323 (7%) 129 356(7%) 142 111(0-95-1-29) 018

Total stroke 175 (4%) 71 158 (3%) 64 090 (0-73-1-12) 036
Non-haemorrhagic stroke 158 (3%) 64 144 (3%) 58 091(073-1-14) 043

Coronary revascularisation 364 (7%) 15.0 290 (6%) 119 079 (0-68-0-93) 0.003

All revascularisationt 471 (10%) 19.7 380 (8%) 158 0-80 (0-70-092) 0.001

*Only first event for each patient counted in each row. tincludes coronary, carotid, and all other peripheral revascularisation.

Table 3: Effect of treatment on primary and secondary outcomes®
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Placebo group (n=4500) Fenofibrate group (n=4895)

Change from baseline (%) MNumber (%) at final visit* Change from baseline (%) Number (%) at final visit™
Cardiovascular medication
Any antithrombotic 24.0 2744 (56%) 22.7 2688 (55%)

Aspirin 182 2348 (48%) 17:2 2291 (47%)

Other 9.2 622 (13%) 91 613 (13%)
Angiotensin-converting enzyme inhibitor 127 2348 (48%) 98 2197 (45%)
Angiotensin |l receptor antagonist 14-8 991 (20%) 13-8 956 (20%)

B blocker 11.0 1290 (26%) 86 1179 (24%)

Calcium antagonist 71 1335 (27%) 5.4 1277 (26%)

Digoxin 56 201 (4%) 58 242 (5%)

Diuretic 77 1157 (24%) 5.0 1043 (21%)

Nitrate 56 577 (12%) 58 543 (11%)

Lipid-lowering agentt 36.0 1776 (36%) 19-0 44 (19%)

Blood-glucose-lowering medication

Oral 99 3818 (78%) 97 3829 (78%)

Insulin 159 1464 (30%) 159 1467 (30%)
“Within 3 months of study dose. tFor this category only, defined as the cumulative number of patients who had used non-study lipid-lowering treatment for more than 3 months at any
time. Signficant differences at study close: angiotensin-converting enzyme inhibitors p=0-003, B blockers p=0-011, diuretics p=0-006, digaxin p=0-045, lipid-lowering agents p=<0-0001
Table 4: Patients on concominant medication between baseline and study close
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P :previous myocardial infarction or stable angina

E:400 mg of bezafibrate per day

C:placebo
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O :The primary end point was fatal or nonfatal myocardial infarction or sudden death
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TABLE 2. Clinical Outcome

Bezafibrate Placebo Reduction
(n=1548) (n=1542) in Risk, % P
Primary end point 211 (13.6) 232 (15.0) —-94 0.26
Non-fatal MI 150 (9.7) 172 (11.2) —128 0.18
Fatal MI 8(1.2) 17 (1.1) 0.87
Sudden death 43 (2.8) 43(2.8) 0.98
Secondary end point 311 (20.1) 327 (21.2) —49 0.44
UAP 76 (4.9) 82(5.3) 0.61
CABG 144 (9.3) 157 (10.2) 0.41
PTCA 91(5.9) 88(5.7) 0.84
All end points 522 (33.7) 559 (36.3) —6.6 0.14
combined
Mortality 161 (10.4) 152 (9.9) 0.62
Cardiac 95 (6.1) 88(5.7) 0.61
Noncardiac 66 (4.3) 64(4.2) 0.87
Stroke 72 (4.6) 77 (5.0) 0.66
Ischemic stroke 59 (3.8) 69 (4.5) 0.36

Secondary end points were the first event in patients free of the primary end
points. UAP indicates unstable angina pectoris; CABG, coronary artery bypass
graft; and PTCA, percutaneous fransluminal coronary angioplasty. Values are n

(%) unless otherwise indicated.

ROCKY NOTE



ROCKY NOTE

(X#k 2 &Y5BIA)

TSAR)IVRRAVRTIEENHEN 220D, COMBED YTV IL—THFTTIER—X
SAVTOHHEEHNENIEE ., Tz, HDL-cHADHENIFEBBDIENTNENSITEMN RS
NTWD, F£Hh. BEYRTEVR T HYATTH S, BEREBLIVRVEFHBELI-SAT. LAT D
ARBVARFEEEZIINEL,

TABLE 3. Cumulative Probability of Primary End Points at 6.2
Years of Follow-Up by Baseline Triglycerides and HDL-C Levels

Bezafibrate, Placebo, Reduction,

n {%) n {%) % P
Triglycerides
<150 mg/dL 938(12.6)  901(13.7) 7.9 0.43
=150 mg/dL 603(16.3)  629(17.1) 46 0.48
=175 mg/dL 407 (15.9)  385(20.3) 216 0.07
=200 mg/dL 234(12.00  225(19.7) 39.5 0.02
HDL-C <35 mg/dL and
triglycerides
<150 mg/dL 378(13.5)  382(15.5) 12.4 0.46
=150 mg/dL 420(18.5)  436(19.4) 45 0.56
=175 mg/dL 294(17.2)  286(22.2) 22.6 0.09
=200 mg/dL 184(13.0) 162 (22.3) 18 0.02
HDL-C =35 and
friglycerides
<150 mg/dL 560(12.0) 518(12.2) 16 0.77
=150 mg/dL 183(11.2)  193(12.2) 8.5 0.59
=175 mg/dL 113(12.7) 99 (15.2) 16.8 0.45
=200 mg/dL 50(8.2) 63(17.8) 359 0.33

Baseline triglyceride data were missing in 19 patients and baseline HDL-C
data were missing in 14 patients.
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