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Aliskiren Effective for Lowering Blood Pressure

BY MITCHEL L. ZOLER
Philadelphia Bureau

NEw ORLEANS — Monotherapy
with the direct renin inhibitor aliskiren
was more effective at lowering blood
pressure in hypertensive patients with
metabolic syndrome than was treatment
with the angiotensin-receptor blocker
irbesartan in a randomized study with
138 evaluable patients.

Aliskiren monotherapy also resulted in
a significantly higher percentage of pa-
tients reaching their goal blood pres-
sure, compared with those treated with
irbesartan, Dr. Wilhelm Krone and his
associates reported in a poster at the an-
nual scientific sessions of the American
Heart Association.

“Chronic activation of the renin sys-
tem has been implicated in many of the
key features of metabolic syndrome, in-
cluding insulin resistance and abdominal
obesity,” Dr. Krone and his associates
wrote in their poster.

“We hypothesize that the greater
blood pressure-lowering effects by
aliskiren relative to irbesartan in meta-
bolic syndrome may be the result of
more complete renin system inhibition
by aliskiren in the kidney and/or adipose
tissue,” said Dr. Krone, professor and
chairman of the second department of
internal medicine at the University of
Cologne (Germany), and his associates.
“Adipocytes may contribute to blood
pressure elevation in obesity-related hy-
pertension through the generation of
angiotensin II.”

The researchers also noted that meta-
bolic syndrome is prevalent among pa-
tients with hypertension, occurring in
more than a third of hypertensive pa-
tients.

The study was supported by Novartis,
which markets aliskiren (Tekturna).

The researchers enrolled patients aged
40-75 who had been diagnosed with
metabolic syndrome. They all had es-
sential hypertension, with a systolic pres-
sure of atleast 130 mm Hg or a diastolic
pressure of at least 85 mm Hg.

All patients also had a waist circum-
ference that met the definition for meta-
bolic syndrome: at least 102 cm in men
and at least 88 cm in women. In addition,
patients had to either have a plasma
triglyceride level of more than 150
mg/dL or a fasting plasma glucose level
between 100.8 mg/dL and 126 mg/dL.

The patients enrolled had an average
age of 59 years, 65% were men, and 96%
were white. Sixty-six were randomized to
treatment with aliskiren and 75 were as-
signed to treatment with irbesartan. The
average blood pressure at baseline was
156/94 mm Hg in the aliskiren group and
154/92 in the irbesartan group.

During the first 2 weeks of treatment,
patients received either 150 mg of
aliskiren once daily or 150 mg irbesartan
once daily. After 2 weeks, the daily
dosage in both arms was doubled to 300
mg once daily. Patients were then main-
tained on the higher dosage for an addi-
tional 10 weeks.

After a total of 12 weeks of treat-
ment, blood pressure was reduced by an
average of 13.8/7.1 mm Hg in the 66
aliskiren-treated patients who completed
the study, and by an average of 5.8/2.8
mm Hg among the 72 irbesartan-treated
patients who finished the study. The dif-
ferences in average reduction in both
systolic and diastolic blood pressure were
statistically significant.

The percent of patients reaching the

goal blood pressure of less than 135/85
mm Hg was 29% in the aliskiren group
and 17% in the irbesartan group, a sta-
tistically significant difference.

Both treatments were generally well
tolerated, with no serious adverse events
in either study arm. Neither drug was as-
sociated with a significant change in blood
glucose or lipid profile, and neither drug
led to hyperkalemia or an increase in
serum creatinine or blood urea nitrogen.

The study also tracked changes in the
levels of several biomarkers of inflam-
mation, thrombosis, fibrosis, and oxida-
tive state.

No differences were seen between the
two drugs for any of these markers, ex-
cept that aliskiren treatment led to
greater reductions of renin-system bio-
markers, and irbesartan increased the
level of eotaxin, an inflammatory cy-
tokine. [ ]
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Mealtime therapy matters inside the body.

Humalog (insulin lispro injection [rDNA origin]) is for use in patients with
diabetes mellitus for the control of hyperglycemia. Humalog should be used
with longer-acting insulin, except when used in combination with sulfonylureas
in patients with type 2 diabetes.

Important Safety Information

Humalog differs from regular human insulin by its rapid onset of action as well
as a shorter duration of action. Therefore, when used as a mealtime insulin,
Humalog should be given within 15 minutes before or immediately after a meal.
Due to the short duration of action of Humalog, patients with type 1 diabetes
also require a longer-acting insulin to maintain glucose control (except when
using an insulin pump). Glucose monitoring is recommended for all patients
with diabetes.

The safety and effectiveness of Humalog in patients less than 3 years of age
have not been established. There are no adequate and well-controlled clinical
studies of the use of Humalog in pregnant or nursing women.

Starting or changing insulin therapy should be done cautiously and only
under medical supervision.
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Humalog is contraindicated during episodes of hypoglycemia and in patients
sensitive to Humalog or one of its excipients.

Hypoglycemia

Hypoglycemia is the most common adverse effect associated with insulins,
including Humalog. Hypoglycemia can happen suddenly, and symptoms
may be different for each person and may change from time to time. Severe
hypoglycemia can cause seizures and may be life-threatening.

Other Side Effects

Other potential side effects associated with the use of insulins include:
hypokalemia, weight gain, lipodystrophy, and hypersensitivity. Systemic allergy
is less common, but may be life-threatening. Because of the difference in
action of Humalog, care should be taken in patients in whom hypoglycemia or
hypokalemia may be clinically relevant (eg, those who are fasting, have
autonomic neuropathy or renal impairment, are using potassium-lowering
drugs, or taking drugs sensitive to serum potassium level).

Please see reverse side for Brief Summary of full Prescribing Information.

Humalog® is a registered trademark of Eli Lilly and Company, and is available
by prescription only.






