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FORTEO® (TERIPARATIDE [rDNA ORIGIN] INJECTION) SELECT 
SAFETY INFORMATION:

Prescribe FORTEO only for patients for whom the potential benefits are 
considered to outweigh the potential risks. FORTEO should not be prescribed
for patients at increased baseline risk for osteosarcoma, including those 
with Paget’s disease of bone, unexplained elevations of alkaline phosphatase,
pediatric and young adult patients with open epiphyses, or prior external 
beam or implant radiation therapy. Additionally, patients with bone metastases
or a history of skeletal malignancies, metabolic bone diseases other than 
osteoporosis, or pre-existing hypercalcemia should not receive FORTEO.

Use of FORTEO for more than 2 years during a patient’s lifetime is not 
recommended.

Please see Important Safety Information and Brief Summary of Prescribing 
Information on adjacent pages.

For postmenopausal women with osteoporosis at high risk for fracture
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Olmesartan Stalls Microalbuminuria
B Y  M I R I A M  E . T U C K E R

FROM THE ANNUAL MEETING OF THE EUROPEAN

ASSOCIATION FOR THE STUDY OF DIABETES

STOCKHOLM – Olmesartan significantly reduced
the time to microalbuminuria in a randomized,
placebo-controlled, double-blind multicenter study of
4,447 patients with type 2 diabetes. 

The Randomized Olmesartan and Diabetes Mi-
croalbuminuria Prevention (ROADMAP) trial inves-
tigated whether early treatment with the angiotensin

Type 2 Tied
To Colorectal
Adenoma Risk

B Y  H E I D I  S P L E T E

FROM THE ANNUAL MEETING OF 

THE AMERICAN COLLEGE OF

GASTROENTEROLOGY

SAN ANTONIO – Colorectal adeno-
mas were significantly more common in
adults with type 2 diabetes, compared
with the general adult population, based
on a study of 860 patients who under-
went screening colonoscopy.

“Colonic adenomas and advanced
adenomas were independently predict-
ed by diabetes,” wrote Dr. Nisheet
Waghray of MetroHealth Medical Cen-
ter in Cleveland, and colleagues. They
presented their findings in a poster at the
meeting. 

Previous studies have shown a 30%-
40% increase in colorectal cancer risk in
adults with type 2 diabetes, but the as-
sociation between type 2 diabetes and
the risk of colorectal adenomas has not
been well studied, the investigators ex-
plained.

The researchers reviewed colon-
oscopy data from 269 adults with type 2
diabetes and 591 adults without diabetes
who were screened at a single medical
center between January 2007 and Janu-
ary 2010. 

All of the following findings – three or
more adenomas, adenomas larger than 1
cm, a proximal location of advanced
adenomas, and a higher mean number of
polyps – were significantly more com-
mon in the diabetes patients than in the
nondiabetics. 

The percentage of patients with three
or more adenomas was 14% in those
with diabetes vs. 10% in the general
population, and the rate of adenomas
larger than 1 cm was 9.7% and 4.7%, re-
spectively. 

The average number of polyps in pa-
tients with diabetes vs. those without di-
abetes was 4.9 vs. 2.5. In addition, 68%
of advanced adenomas in the diabetes
patients were proximal, compared with
31% of those in the general population. 

The average age of the patients with
diabetes was 57 years, vs. 61 years in the
general population, but this difference
was not significant. There were no sig-
nificant differences between the two
groups in terms of body mass index,
family history of colorectal cancer, or pa-
tient use of alcohol, tobacco, or non-
steroidal anti-inflammatory drugs. Ap-
proximately 60% of the patients in both
groups were black.

The findings suggest that type 2 dia-
betes influences not only the number of
adenomatous polyps, but also their lo-
cation within the colon. More research
is needed to confirm the results, but this
study “adds plausibility that diabetes may
play a role in the adenoma-carcinoma se-
quence,” Dr. Waghray and colleagues
noted. 

The researchers said that they had no
financial conflicts to disclose. ■

Major Finding: The cumulative incidence of microalbuminuria
was 8.2% of patients on olmesartan vs. 9.8% of placebo pa-
tients, for a highly significant risk reduction of 23%.

Data Source: Randomized, placebo-controlled, double-blind,
multicenter ROADMAP trial of 4,447 patients with type 2 di-
abetes and one or more other cardiovascular risk factors but
with normoalbuminuria. 

Disclosures: The study was funded by Daiichi-Sankyo, which
manufactures olmesartan under the name Benicar. 
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N O W  I S  T H E  T I M E  F O R

A N A B O L I C  A C T I O N

FORTEO IS INDICATED:

For the treatment of postmenopausal women with osteoporosis at high risk for fracture• 

WARNING: POTENTIAL RISK OF OSTEOSARCOMA
In male and female rats, teriparatide caused an increase in the incidence of osteosarcoma
(a malignant bone tumor) that was dependent on dose and treatment duration. The effect was 
observed at systemic exposures to teriparatide ranging from 3 to 60 times the exposure in
humans given a 20-mcg dose. Because of the uncertain relevance of the rat osteosarcoma fi nding 
to humans, prescribe FORTEO® (teriparatide [rDNA origin] injection) only for patients for whom
the potential benefits are considered to outweigh the potential risk. FORTEO should not be
prescribed for patients who are at increased baseline risk for osteosarcoma (including those with 
Paget’s disease of bone or unexplained elevations of alkaline phosphatase, pediatric and
young adult patients with open epiphyses, or prior external beam or implant radiation therapy 
involving the skeleton).

receptor blocker olmesartan would delay the occurrence
of microalbuminuria in patients with type 2 diabetes
who had at least one other cardiovascular risk factor but
who had normal albumin excretion at baseline. 

At baseline, the patients had a mean age of 58 years,
diabetes duration of 6 years, body mass index of 30
kg/m2, and hemoglobin A1c of 7.6%. Mean blood pres-
sure at baseline was 137/80 mm Hg, and the mean es-
timated glomerular filtration rate was 85 mL/min per
1.73 m2. The patients received either 40 mg of olme-
sartan or placebo once daily for a median of 3.2 years. 

In both groups, additional antihypertensive drug
treatment other than ARBs or ACE inhibitors was used
to reach the target BP of less than 130/80 mm Hg. That
goal was reached by 78% of the olmesartan group and

71% of the placebo group by 48 months, Dr. Hermann
Haller reported at the meeting. 

The cumulative incidence of
microalbuminuria was 8.2% in
the olmesartan patients vs. 9.8%
in the placebo group, giving a
highly significant risk reduction
of 23%, reported Dr. Haller of
Hannover (Germany) Medical
School. 

Correction for the small differ-
ences in blood pressure between
the two groups showed that the
majority of the effect was BP-independent, he said. 

Overall cardiovascular morbidity and mortality rates

were low and similar between the two groups, with
4.3% of the olmesartan group and 4.2% of the place-

bo group experiencing any car-
diovascular event or death. Total
mortality occurred in 1.2% and
1.7%, respectively. Cardiovascu-
lar mortality, however, was high-
er in the olmesartan group (15
deaths vs. 3 deaths, or 0.7% vs.
0.1%), possibly because of hy-
potensive episodes in patients
with preexisting cardiovascular
disease. 

There were no adverse effects of olmesartan on
hard renal outcomes, Dr. Haller said. ■

Correction for the
small differences
in blood pressure
between groups
showed that most
of the effect was
BP-independent.

DR. HALLER


