
aliskiren (37.5, 75, 150 or 300 mg) or of losartan 100 mg once daily.
Daytime ambulatory systolic BP was defined as the primary variable of
the study.

As illustrated in the figure, a clear dose-response curve was observed
for the decrease (mean �/- SEM) in daytime ambulatory systolic BP. The
mean (SD) change at the end of the 4-week treatment period was -1.3
(9.5) mmHg, -5.5 (10.6) mmHg, -8.5 (10.4) mmHg, -10.5 (10.7) mmHg,
and -11.1 (13.4) mmHg for 37.5, 75, 150, and 300 mg aliskiren and
100mg losartan, respectively. Statistically significant lowering occurred
with 75, 150 and 300 mg of aliskiren. The daytime ambulatory systolic
BP responses to aliskiren doses of 150 and 300 mg were not significantly
different from that of 100 mg losartan. Similar results were shown for
daytime ambulatory diastolic BP and for night-time ambulatory systolic
and diastolic BP. Aliskiren was well tolerated - there was no increase in
the number of adverse events with increasing doses of aliskiren, and the
safety profile of aliskiren was similar to that of losartan.

The results of this dose-ranging study confirm a dose-dependent re-
duction in BP with aliskiren in mild to moderate hypertension. Additional
exploratory studies testing the efficacy and safety of this new renin
inhibitor in patients with renal disease and congestive heart failure are
currently underway.

Key Words: Renin Inhibitor, Oral Administration, Hypertension
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THE ANTIHYPERTENSIVE EFFICACY AND SAFETY
OF OLMESARTAN MEDOXOMIL COMPARED WITH
AMLODIPINE FOR MILD-TO-MODERATE
HYPERTENSION
Steven G. Chrysant, Thomas Marbury. University of Oklahoma,
Oklahoma City, OK, United States; Orlando Clinical Research Center,
Orlando, FL, United States.

Introduction: This double-blind, randomized, multicenter study was
conducted to compare the efficacy of the newest angiotensin receptor
blocker (ARB), olmesartan medoxomil, with one of the most commonly
prescribed antihypertensive agents, amlodipine, in subjects with mild-to-
moderate hypertension. Olmesartan medoxomil is a new, long-acting,
once-daily ARB that has been shown in a previous study to result in
statistically superior reductions in blood pressure (BP) as compared with
three other ARBs: losartan, valsartan, and irbesartan.

Methods: Following a 4-week placebo run-in period, subjects were
randomized to 8 weeks of therapy with placebo (n�66), or the recom-
mended starting doses of amlodipine 5 mg (n�186) or olmesartan
medoxomil 20 mg (n�188). The primary efficacy variable was the
change from baseline in mean 24-hour diastolic BP as determined by
ambulatory BP monitoring at Week 8. Entry criteria included seated cuff
diastolic BP 100-115 mm Hg and daytime, ambulatory diastolic BP �90
mm Hg. There were no statistically significant differences between
groups at baseline. Mean baseline 24-hour ambulatory BP in the placebo,
amlodipine and olmesartan medoxomil groups was 154/96, 154/95, and
154/96 mm Hg, respectively.

Results: Both active treatments reduced BP at all measures to a
significantly greater degree than did placebo; there were no statistically
significant differences in BP efficacy between amlodipine and olmesartan
medoxomil on any measure. Ambulatory systolic/diastolic BP was re-
duced by 2.3/1.4 on placebo, 12.3/7.0 on amlodipine, and 12.2/7.7 on
olmesartan medoxomil (P�0.001 amlodipine and olmesartan medoxomil
vs placebo). Similar findings were reported for cuff BP measurements.
Both agents were equally well-tolerated. The only notable differences in

adverse events were a significantly higher incidence of nausea (2.7%)
with amlodipine as compared with olmesartan medoxomil (0%) or pla-
cebo (0%) (P�0.039), and a higher, but not statistically significant,
incidence of edema with amlodipine (9.1%) compared with olmesartan
medoxomil and placebo (4.3%, and 4.5%, respectively.

Conclusions: Olmesartan medoxomil is safe and similarly effective to
amlodipine in subjects with mild-to-moderate hypertension, resulting in
equivalent reductions in both cuff and ambulatory systolic and diastolic BP.

Key Words: Hypertension, Olmesartan Medoxomil, Amlodipine
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ATORVASTATIN ASSOCIATED TO VALSARTAN
DOES NOT IMPROVE BLOOD PRESSURE CONTROL
OR PROTEINURIA EXCRETION IN PATIENTS WITH
DIABETIC NEPHROPATHY
Jesus Arteaga, Maria Sorbet, Emma Anda, Manuel Asiron.
Nephrology, Hospital de Navarra, Pamplona, Spain.

In recent years several papers have been published (1) showing that the
use of statins with some antihypertensive drugs could improve the blood
pressure control and could have some synergetic effect(2).

Our proposal had a double Objective: To analyse if atorvastatin is able
to reduce blood pressure and if it is able to decrease proteinuria in a group
of patients with diabetic nephropathy, hypercholesterolemia and hyper-
tension treated with one angiotensin receptor blocker. We included 6
patients (3M,3F), aged (58-71)in treatment with valsartan 160 mg/day as
only antihypertensive drug.

The study was an open, secuential design with each period lasting 3
months. Period A: valsartan 160 mg/day. Period B: valsartan 160mg/day
and atorvastatin 10 mg/day. Period C: valsatan 160 mg/day. We can
detect significant differences in total cholesterol and LDL-cholesterol
between periods with and without atorvastatin (p�0,001). There were no
significant differences in blood pressure control, serum creatinine or
proteinuria in 24 hours.

In conclusion, we can not confirm that atorvastatin treatment modifies
systolic or diastolic pressure or has some influence in the progression of
diabetic nephropathy in patients previously treated with valsartan.

(1). Borghi. J. Cardiovasc-Pharmacol 2000;35(4):549-55
(2). Sposito. Am-J-Cardiol 1999;83(10):1497-9
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P-70
THE SELECTIVE ALDOSTERONE BLOCKER
EPLERENONE IS SAFE AND EFFICACIOUS FOR THE
LONG-TERM TREATMENT OF MILD-TO-MODERATE
HYPERTENSION
E. Burgess, Y. Lacourciere, A. Puopolo, J. Camplin, B. Roniker, S.
Krause, the plerenone 025 Investigators. University of Calgary,
Calgary, Alberta, Canada; Centre Hospitalier de l’Université Laval,
Ste-Foy, Quebec, Canada; Milford Emergency Associates, Inc.,
Milford, MA, United States; Clinical Research, Inc., Carmichael, CA,
United States; Pharmacia Corporation, Skokie, IL, United States;
Pharmacia Corporation, Skokie, IL, United States.

Eplerenone (EPL), the first selective aldosterone blocker (SAB), binds
preferentially to aldosterone receptors, with little affinity for progesterone
or androgen receptors. EPL is to be used for the treatment of hyperten-
sion and heart failure. This 6- to 16-month, open-label, single-group,

Period A Period B Period C

Systolic 142,27 � 11,96 141,33 � 8,75 146 � 10,53
Diastolic 83,55 � 5,59 85,72 � 5,83 88,27 � 9,50
Total Cholesterol 271,76 � 28,43 224,16 � 25,4 267,33 � 11,21
LDL-Cholesterol 137 � 12,44 113,16 � 7,44 135 � 10
Serum Creatinine 1,3 � 0,08 1,3 � 0,1 1,4 � 0,09
Proteinuria/24 hours 1,50 � 0,5 1,71 � 0,47 1,75 � 0,65
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