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Olmesartan May Help Prevent Microalbuminuria

BY DOUG BRUNK

SAN DIEGO — Olmesartan reduced
the risk of microalbuminuria by 23% in
normoalbuminuric patients with type 2
diabetes and at least one additional car-
diovascular disease risk factor, results
from a large European trial showed.

The angiotensin receptor blocker also
yielded unprecedented blood pressure
control for this population of patients.

Those are the first key findings from
the Randomized Olmesartan and Dia-
betes Microalbuminuria Prevention
(ROADMAP) study, which were unveiled
during a press briefing at the annual
meeting of the American Society of
Nephrology.

“Despite all of our efforts, we still
have problems effectively treating dia-
betic nephropathy,” said the study’s steer-
ing commiittee chair, Dr. Hermann G.
Haller of the department of nephrology
at Hannover (Germany) Medical School.
“The problem for prevention is that we
have to diagnose and treat it early. Mi-
croalbuminuria is the first sign of the
pathogenesis of diabetic nephropathy. It
is also an important marker of early de-
velopment of cardiovascular disease and
can indicate microvascular disease.”

The primary end point of the study
was the occurrence of microalbumin-
uria based on two or more positive
morning spot urine measurements. Sec-
ondary end points were cardiovascular
events, renal function, and microvascu-
lar morbidity.

With support from Daiichi Sankyo,
which markets olmesartan, researchers
in 19 countries enrolled 4,449 patients,
aged 18-75 years, with well-controlled
type 2 diabetes. All patients were nor-
moalbuminuric (defined as a level of 25
mg/g or less for men and 35 mg/g or less
for women) and had at lease one addi-
tional cardiovascular risk factor, such as
high triglyceride levels or hypertension.
None of the participants had received an
ACE inhibitor or an angiotensin receptor
blocker within 6 months of participation.

The patients were randomized to re-
ceive either 40 mg olmesartan per day or
placebo (conventional antihypertensive
treatment without blockade of the renin-
angiotensin system). The urine albumin-
creatinine ratio was determined every 6
months. Patients were followed for an av-
erage of 3.2 years.

At their discretion, study investigators
could add calcium channel blockers, di-
uretics, or beta-blockers to the regimen
to help patients achieve the target blood
pressure goal of 130/80 mm Hg.

The patients’ mean age was 58 years,
mean duration of diabetes was 6 years,
mean hemoglobin A, level was 7.6%, and
mean body mass index was 31 kg/m?.
The mean baseline blood pressure was
141/84 mm Hg.

Dr. Haller reported that nearly 80% of
patients in the olmesartan group reached
the target BP of 130/80 mm Hg at 42
months, compared with about 75% of
patients in the placebo group. “The per-
centage of patients reaching the blood

pressure goal was very high,” he said.
“ROADMAP will need further analysis
to find out what this high percentage of
control actually means.”

Over the study period, microalbu-
minuria occurred in about 8% of the pa-
tients in the olmesartan group and 10%
of the patients in the placebo group, a
statistically significant difference (haz-
ard ratio 0.77). This translated into a
risk reduction of 23% for the olmesar-

tan group, compared with the placebo
group.

After 1 year, the first incidence of mi-
croalbuminuria occurred in about 3% of
patients in both groups. For the remain-
der of the study, fewer patients in the
olmesartan group experienced microal-
buminuria, compared with patients in
the placebo group. “The divergence after
1 year indicates that the specific effects of
olmesartan are not due to early hemo-
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dynamic changes that would have hap-
pened in the first couple of months,” Dr.
Haller said in an interview. “We think
that olmesartan has a specific, perhaps
structural effect on the kidney, either in
the glomeruli or in the basal membrane,
in the microcirculation.”

Dr. Haller disclosed that he has re-
ceived honoraria and is a paid consultant
for several pharmaceutical companies,
including Daiichi Sankyo. [ |
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IMPORTANT SAFETY INFORMATION

MICARDIS 80 mg
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MICARDIS® (telmisartan) tablets are indicated
for reduction of the risk of
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at high risk of developing

major CV events who are

WARNING: AVOID USE IN PREGNANCY

When used in pregnancy, drugs that act directly on the
renin-angiotensin system can cause injury and even
death to the developing fetus. When pregnancy is detected,
MICARDIS® (telmisartan) tablets should be discontinued as
soon as possible (See Warnings and Precautions).

using the AGE inhibitor first.

Because studies with telmisartan did not exclude that it
may not preserve a meaningful fraction of the effect of
the ACE inhibitor to which it was compared, consider
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In patients with renal artery stenosis or severe renal impairment,
care should be exercised with dosing of MICARDIS. In patients
with severe heart failure, decline in renal function and, rarely,
acute renal failure and/or death has been associated with
inhibiting the renin-angiotensin system.

Use of MICARDIS with an ACE inhibitor is not recommended.

Please see Brief Summary of Prescribing Information, including
full indication, on adjacent page.

Reference: 1. Micardis PI. Ridgefield, CT: Boehringer Ingelheim

Pharmaceuticals, Inc.; 2009.

Volume depletion and/or salt depletion should be corrected in patients
before initiation of therapy or symptomatic hypotension may occur.
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