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P:hypertensive patients with nephropathy due to type 2 diabetes

E: irbesartan (300 mg daily)

C: amlodipine (10 mg daily), or placebo

O: primary composite end point of a doubling of the base—line serum creatinine concentration, the

development of endstage renal disease, or death from any cause.
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NNT:1/6.4=16(2.6 £E)

Treatment with irbesartan was associated with a risk of the primary composite end point that was
20 percent lower than that in the placebo group (P=0.02) and 23 percent lower than that in the
amlodipine group (P=0.006).

TaBLE 2. OUTCOMES ACCORDING TO STUDY GROUP.*

IRBESARTAN AMLODIPINE PLACEBO ALL
GRoup Group Group PATIENTS
V ARIABLE (N=579) (N=567) (N=569) (N=1715)
Primary composite outcome — 189 (32.6) 233 (41.1) 222 (39.0) 644 (37.6)
no. (%)
Doubling of serum creatinine 98 (16.9) 144 (25.4) 135 (23.7) 377 (22.0)
COncentration
End-stage renal discase 82 (14.2) 104 (18.3) 101 (17.8) 287 (16.7)
Death from any cause 87 (15.0) 83 (14.6) 93 (16.3) 263 (15.3)
Secondary composite outcome — 138 (23.8) 128 (22.6) 144 (25.3) 410 (23.9)
no. (%)
Never received study medication 2(0.3) 8(1.4) 6(1.1) 16 (0.9)
— no. (%)T
Lost to follow-up — no. (%)} 5 (0.9 2(04) 4(0.7) 11 {0.6)

Completed study without primary 385 (66.5) 332 (58.6) 343 (60.3) 1060 (61.8)
outcome — no. (%)

Mean duration of follow-up — 952 924 921 932
days§

*The numbers of patients with the composite end points are lower than the sums of those with
the various components because some patients reached more than one component.

fPadents who never received study medication were included in all analyses according to the in-
tention-to-treat principle.

iData are for patients lost to follow-up before reaching the primary outcome or the last scheduled
study visit.

§The duration of tollow-up was calculated from the time of randomization to the occurrence of
the first primary outcome or the date of the last scheduled visit when data were censored.

(BEX® 1 LYSIA)

CDFERIIMS ., HIRFEBIED BEIZIXHEDIZ irbesartan HMELPFTULVELSDIEREELY
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EERBIEMTEDS), COMETIL. The target blood pressure was 135/85 mm Hg or less in all
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groups EBHBDEIIZ, BIEDFZTE NP amlodipine [ZFRFIMELNEGL, LTODESIZ, EDEEL
ZERLT=FFE(Z 140/90mmHg B\ TH S,

Randomization and Treatment Plan

Antihypertensive agents other than ACE inhibitors, angiotensin—receptor blockers, and
calciumchannel blockers were used as needed in each group, and the target blood pressure for all
patients was the same (a systolic blood pressure of 135 mm Hg or less, or 10 mm Hg lower than
the value at screening if that value was more than 145 mm Hg, and a diastolic blood pressure of 85

mm Hg or less).
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Figure 1. Average Systolic, Mean Arterial, and Diastolic Blood Pressures at Randomization (0 Months)
and during Follow-up, According to Treatment Group.

The mean arterial pressure during follow-up was, on average, 3.3 mm Hg lower in the irbesartan and
amlodipine groups than in the placebo group.
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Lewis EJ et al for the collaborative study group. Renoprotective effect of the
angiotensin—receptor antagonist irbesartan in patients with nephropathy due to type 2

diabetes. N Engl J Med. 2001; 345: 851-60.
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