
in SeDBP and SeSBP from baseline (P�0.001) and vs PLA (P�0.01) at
wk 8. For the primary efficacy variable, mean reduction in SeDBP with
OLM (-14.0 mmHg) was greater than LOS (-10.1 mmHg; P�0.001) and
VAL (-12.3 mmHg; P�0.05). The mean reduction in SeSBP achieved
with OLM (-16.2 mmHg) was also greater than LOS (-11.9 mmHg;
P�0.01) and VAL (-13.2 mmHg; P�0.05). These BP differences trans-
lated into forty-five percent more pts achieving the BP goal of �140/90
mmHg with OLM compared with VAL (41.8% vs 28.4%; P�0.05) and
almost twice as many pts achieving this BP goal with OLM compared
with LOS (41.8% vs 21.5%; P�0.001) at wk 8. At wk 12, similar
changes from baseline in mean SeSBP and SeDBP were observed for all
treatments. Thus, OLM is an effective antihypertensive agent in pts most
likely to receive ARB monotherapy and is associated with more pts
achieving BP goals compared with VAL and LOS.

Key Words: Angiotensin Receptor Blockers, Non-Black Patients, Olme-
sartan
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IRBESARTAN IS EQUALLY EFFECTIVE IN
REDUCING MICROALBUMINURIA IN
HYPERTENSIVE NON DIABETIC PATIENTS AS IN
TYPE 2 DIABETIC SUBJECTS: EFFECT OF 1-YEAR
TREATMENT IN CLINICAL SETTINGS
Fernando de Alvaro, Jesus Honorato, Carlos Calvo, Claudia Filozof,
Olga Velasco, Miguel A Sanchez, Inma Parrondo,
On Behalf of KORAL HT. Nephrology Unit, H Universitario La Paz,
Madrid, Spain; Pharmacology, Clinica Universit Navarra, Pamplona,
Navarra, Spain; Hypertension Unit, H. Clinico Universit, Santiago de
Compostela, La Coruna, Spain; Scientific Department, BMS, Madrid,
Madrid, Spain.

Microalbuminuria is a marker of cardiovascular risk both in hypertensive
(HT) and diabetic patients (D). Irbesartan reduces albuminuria in type 2
diabetic (2DM)subjects. The aim of this study was to assess albuminuria
in HT with and without 2DM and to evaluate the efficacy of Irbesartan in
reducing BP and albuminuria in these patients in clinical settings.
KORAL-HT is a prospective, open, observational 1-year follow-up study
in 1657 H patients (802 D and 855 nonD) who received Irbesartan either
in monotherapy or in combination therapy (HCTZ). At baseline, mean
SBP (�SD) [156.4 (�14.1) vs 158.0 (�13.4)] mmHg and DBP [91.7
(�9.3) vs (95.3(�8.9)] mmHg, was similar between D and nonD. D were
heavier (p�0.01), had higher triglyceride (Trig) concentrations (p�0.01)
and higher AER (p�0.05) than nonD. Only 10.8% and 16.8% of D and
nonD, respectively, achieved BP targets at baseline (BP targets�130/80
for D and �140/90 for nonD). After 1-year treatment with Irbesartan,
mean SBP and DBP(p�0.01) and median AER decreased significantly
both in D and nonD (p�0.001). Fasting plasma glucose, total and LDL
cholesterol diminished significantly both in D and non-D and Trig
decreased significantly only in D. On the other hand, a significant
increment in HDL-c was observed in the nonD. BP targets were achieved
by 46.0% and 90.7 % of D and nonD, respectively. Median (25-75 perc)
AER decreased from 167 (55.7-399.5) mg/24h and 85.1 ( 36.2-252.0)
mg/24h to 58.0 (20.0-219.8) and 33.0 (14.0-97.0) mg/24 h, in the D and
nonD (p�0.001). Proportion of patients with macro and microalbumin-
uria decreased 42.0 and 21.2% in D and 52.5 and 27.3% in nonD,
respectively, at 1-year follow-up (p�0.001), without differences between
groups. Conclusion. The addition of Irbesartan to the usual treatment
improved BP control and reduced microalbuminuria both in D and nonD.
Our study confirms similar results in normal clinical practice as in
controlled clinical trials and indicates that patient at high risk, as diabetic
patients, may need a more aggressive behaviour.

Key Words: Diabetes Mellitus, Hypertension, Microalbuminuria
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IRBESARTAN REDUCES ALBUMINURIA BOTH IN
OBESE AND NONOBESE HYPERTENSIVE PATIENTS
Fernando De Alvaro, Jesus Honorato, Carlos Calvo, Claudia Filozof,
Olga Velasco, Miguel A Sanchez, Inma Parrondo,
Koral HTA Investigators. Nephrology Dept, Hospital Universitario La
Paz, Madrid, Spain; Pharmacology Dept, Clinica Universitaria de
Navarra, Pamplona, Navarra, Spain; Hypertension Unit, Hospital
Clinico Universitario, Santiago de Compostela, Spain; Scientific Dept,
BMS, Madrid, Spain.

Microalbuminuria is a marker of cardiovascular risk. It has been reported
to be associated with diabetes, insulin resistance, obesity and hyperten-
sion. Irbesartan reduces albuminuria in type 2 diabetic (D) subjects. The
aim of this study was to assess albuminuria in obese (O) and non-obese
(nonO) hypertensive (HT) patients and to evaluate the efficacy of Irbe-
sartan in reducing BP and albuminuria in these patients in clinical
settings. KORAL-HT is a prospective, open, observational, 1-year fol-
low-up study in 1593 HT patients (group1: BMI� 25 kg/m2: n�240;
group2: BMI: 25-29.9 kg/m2: n�765; group3: BMI �30 kg/m2: n� 588)
who received Irbesartan either in monotherapy or in combination therapy
(HCTZ) in clinical settings. At baseline both systolic and diastolic blood
pressure (SBP and DBP) were significantly higher (p�0.001) in the O
compared with the nonO, both in D and nonD patients. Median 24-h
urinary albumin excretion (UAE) as well as proportion of patients with
albuminuria was similar among groups. BMI correlated positively with
SBP (p�0.004), fasting plasma glucose (p�0.001), LDL-c (p�0.001),
triglyceride concentrations (p�0.001) and negatively with HDL-c
(p�0.001). After 1-year treatment with Irbesartan, mean SBP and DBP
and median UAE decreased significantly ( p�0.001) in all BMI groups.
Proportion of patients achieving BP targets increased from 14.1% to
55.9%, from 12.4% to 70.4% and from 11.8% to 67.3% in groups 1, 2
and 3, respectively. However, 33% of obese patients remained above
targets. Proportion of patients with macro and microalbuminuria de-
creased from 80.4% to 60.1%, from 84.5% to 59.9% and from 81.5% to
57.9% in each BMI group, respectively, at 1-year follow-up (p�0.001).
Conclusion. The addition of Irbesartan to the usual treatment reduced
macro and microalbuminuria in all hypertensive subjects independent of
BMI, even in those with worse BP control.

Key Words: Irbesartan, Microalbuminuria, Obesity
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LONG-TERM EFFECTIVENESS AND TOLERABILITY
OF A FIXED DOSE COMBINATION ENALAPRIL PLUS
NITRENDIPINE IN DIFFERENT HYPERTENSIVE
POPULATIONS
Alex De la Sierra, Manuel Luque, Caridad Pontes, Josep Combalia.
Hypertension Unit, Hospital Clinic, Barcelona, Barcelona, Spain;
Hypertension Unit, Hospital Clı́nico San Carlos, Madrid, Madrid,
Spain; Medical Department, Vita P&G Company, Sant Joan Despi,
Barcelona, Spain.

Purpose: To assess the long-term effectiveness and tolerability of a fixed
dose combination of enalapril �nitrendipine (10 � 20 mg, respectively)
in different subgroups: hypertensive patients (P) over 65 years (HP � 65
years), diabetic hypertensive patients (HDP) and isolated systolic hyper-
tension (ISH) with follow-up, to one year.

Methods: Observational, prospective and multicentre study. The study
included 546 P with non controlled hypertension despite previous treat-
ment with monotherapy or other pharmacological combination, and were
assessed by 64 primary care physicians. P were assessed after 1, 3, 6, 9
and 12 months. Three subgroups were specifically studied: HP �65 years
(n�349), HDP (n�135) and ISH (n�100). P were controlled (C) when
SBP �140 mmHg and DBP �90 mmHg (SBP �130 mmHg and DBP
�85 mmHg in HDP). P were responders (R) when they became C or
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presenting a minimal decrease of 20 mmHg in SBP and 10 mmHg in
DBP.

Results: Mean follow-up (months) was 9.13 (HP�65 years), 9.36
(HDP) and 9.43 (ISH) respectively. For the group of HP �65 years, a
total mean decrease of 30.4(SD�18.0) mmHg in SBP and
14.2(SD�11.2) mmHg in DBP was observed (Wilcoxon: p-value
�0.001). 72.3% of P were R and 47.8% were C at the end of study.

For HDP, a total mean decrease of 30.7(SD�17.3) mmHg on SBP and
15.0(SD�9.5) mmHg on DBP was observed (Wilcoxon: p-value
�0.001). 59.8% of P were R and 9.8% were C at the end of study.

For ISH, a total mean decrease of 25.8(SD�17.4) mmHg on SBP and
5.7(SD�10.1)mmHg on DBP was observed (Wilcoxon: p-value
�0.001). 60.0% of P were R and 53.8% were C at the end of study.

95 P from the HP �65 years (27.2%), 29 from the HDP (21.5%) and
25 from the ISH (25.0%) presented some adverse event, being oedema
and flushing the most frequent adverse events for all studied subgroups,
with 10.6%, 7.4% and 10.0% of patients referring oedema and 7.4%,
5.2% and 7% referring flushing, respectively.

Conclusions: The results confirmed the long-term effectiveness of a
fixed combination of enalapril � nitrendipine in the hypertension therapy
after failure of previous treatment in special populations.

Key Words: Enalapril � Nitrendipine, Hypertension, Subgroups
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EFFECTIVENESS AND TOLERABILITY IN
HYPERTENSIVE PATIENTS TREATED WITH A
FIXED DOSE OF ENALAPRIL PLUS NITRENDIPINE
FOLLOWED UP TO ONE YEAR
Alex De la Sierra, Manuel Luque, Caridad Pontes, Josep Combalia.
Hypertension Unit, Hospital Clinico de Barcelona, Barcelona,
Barcelona, Spain; Hypertension Unit, Hospital Clinico San Carlos,
Madrid, Madrid, Spain; Medical Department, Vita P&G, Sant Joan
Despi, Barcelona, Spain.

Purpose: To assess the effectiveness and tolerability of a fixed dose of
enalapril � nitrendipine (10 � 20 mg, respectively) in hypertensive
patients with long-term of follow-up.

Methods: Observational, prospective and multicentre study. The study
included a cohort of 546 patients with a non controlled arterial hyper-
tension despite treatment with monotherapy or other pharmacological
combination, and were assessed by 64 primary care physicians. Patients
were assessed after 1, 3, 6, 9 and 12 months. Patients were defined as
responders if they had a minimal BP decrease of 20 mmHg in SBP and
10 mmHg in DBP or they reached their goal BP: SBP � 140 mmHg and
DBP � 90 mmHg in non-diabetic patients or SBP � 130 mmHg and
DBP � 85 mmHg in diabetic patients.

Results: Mean follow-up was 9.2 months, with 4.978 patient-months
of follow-up. Mean age was 66.7 (CI 95% from 65.8 to 67.6) years,
57.0% of the patients were women. Patients were classified as having a
cardiovascular risk factor when they were smokers (22.6%), had alcohol
consumption habits (16.5%), reported sedentarism (50.3%), had disli-
pemia (40.5%), had diabetes (24.7%), had cardiovascular disease
(15.0%) or presented a BMI � 30 kg/m2 (35.9% of patients).

A mean decrease from baseline of 30.6 (SD � 17.4) mmHg on SBP
and 15.6 (SD � 11.0) mmHg on DBP was observed at study completion
(Wilcoxon test: p � 0.001). 48.7% of patients presented response to
treatment at month 1, and 75.1% after one year with treatment (McNemar
test: p-value � 0.001). The proportion of controlled was 24.3% after 1
month and 49.4% at month 12.

134 patients, referred at least one adverse event (20.7%), being the
most frequently referred: oedema or peripheral oedema (8.8%), flushing
(6.0%), headache (3.8%) and coughing (2.0%).

Conclusions: The results confirmed the long-term effectiveness of a
fixed combination of enalapril � nitrendipine in reducing BP after the
failure of a previous treatment.

Key Words: Enalapril � Nitrendipine, Hypertension
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VALSARTAN MAY IMPROVE HYPERTENSION IN
ELDERLY OBESE PATIENTS
Maria Leonarda De Rosa, Mariangela Esposito,
Carmela Chiarolanza, Massimo Chiariello. Cardiology and Internal
Medicine, University of Naples Faculty of Medicine Federico II,
Naples, Naples, Italy.

Obesity directly and indirectly promotes diabetes mellitus II, hyperten-
sion (H) and dyslipidemia.

The present study evaluated the impact of valsartan 160 mg/die (V) on
clinical and instrumental parameters in a selected group of obese patients
with H.

An overall population of 175 H patients was sub-grouped on the basis
of the Body Mass Index (BMI) :8.2% were under weight (BMI �20.7 ),
63.9% normal weight ( BMI: 20.7-27.7 ), 19.6% overweight (BM I:
27.8-31 ), and 8.3% obese ( BMI �31 ). Of the 49 overweight and obese
H patients 24 ( age 64-80 years ) accepted a tailored low-caloric dietary
program for at least 4 months,in opposite other 25 H(age 61-79 years)
taken V without dietetic program.The 49 patients belonged to both obese
and overweight groups ( BMI � 27.8 ) and were in WHO classe I. Mean
follow-up was 5 months.

Results: The mean loss of body weight was 4 Kg in 81.4% of patients,
versus 3 Kg mean increase in whole (175 H patients) population (72.5-
75.5 Kg). In both group H patients with and without dietetic program we
recorded a significant (p�0.05 ) improvement of WHO class,better
control of arterial blood pressure and statistically significant (p �0.05 )
lowering of total colesterol and triglyceride levels.

Conclusion: V may improve clinical and instrumental parameters in
the elerly obese patients with hypertension, underlining the controversial
role of obesity as an independent risk factor or as a positive prognostic
factor in the elderly, too.

Key Words: Elderly, Obesity, Valsartan
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VALSARTAN VERSUS LISINOPRIL OR
METOPROLOL TO PREVENT CARDIOVASCULAR
EVENTS IN PATIENTS WITH HYPERTENSION
Thomas E Delea, Simu K Thomas, Aaron Moynihan, Feride Frech,
Gerry Oster. Policy Analysis Inc. (PAI), Brookline, MA; Health
Economics & Outcomes Research, Novartis Pharmaceuticals Corp.,
East Hanover, NJ.

Purpose: Compare cardiovascular and renal events in patients with
hypertension receiving valsartan versus lisinopril or metoprolol succinate
(metoprolol).

Methods: Retrospective, observational study using data from health
insurance claims database spanning 1/97-12/03 and representing �40
million members enrolled in �70 health plans across US. Study patients
included those with �2 prescriptions for valsartan, lisinopril, or meto-
prolol (“study drugs”) and �1 prior claim with diagnosis of hyperten-
sion. Patients were classified into three groups based on first prescription
for study drugs (“index prescription”). Those with major cardiovascular
or renal events (diagnosis of myocardial infarction or stroke, revascular-
ization procedure, diagnosis of renal failure, or dialysis or kidney trans-
plant procedure), other antihypertensive medications except diuretics, or
gap in eligibility during 12 months pre-index were excluded. Risks of
major cardiovascular or renal event were compared between groups
(valsartan vs lisinopril and valsartan vs metoprolol) using Cox propor-
tional hazards regression to control for differences between groups in
baseline characteristics.

Results: We identified 6664 valsartan, 17,422 lisinopril, and 5437
metoprolol patients with mean (max) follow-up of 13.4 (69.0), 16.3
(70.9), 12.7 (70.6) months respectively. Mean age was approximately 55
years in all three groups; 43 percent of valsartan and metoprolol patients
were male; 49 percent of lisinopril patients were male (p�.001 vs
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