
Indication and Important Limitations of Use

ONGLYZA is indicated as an adjunct to diet and exercise to improve glycemic control in adults with 
type 2 diabetes mellitus.

ONGLYZA should not be used for the treatment of type 1 diabetes mellitus or diabetic ketoacidosis.

ONGLYZA has not been studied in combination with insulin.

Important Safety Information

•  Use with Medications Known to Cause Hypoglycemia: Insulin secretagogues, such as sulfonylureas, cause 
hypoglycemia. Therefore, a lower dose of the insulin secretagogue may be required to reduce the risk of 
hypoglycemia when used in combination with ONGLYZA

•  Macrovascular Outcomes: There have been no clinical studies establishing conclusive evidence of macrovascular 
risk reduction with ONGLYZA or any other antidiabetic drug

•  Most common adverse reactions (regardless of investigator assessment of causality) reported in ≥5% 
of patients treated with ONGLYZA and more commonly than in patients treated with control were upper respiratory 
tract infection (7.7%, 7.6%), headache (7.5%, 5.2%), nasopharyngitis (6.9%, 4.0%) and urinary tract infection 
(6.8%, 6.1%)

•  When used as add-on combination therapy with a thiazolidinedione, the incidence of peripheral edema for 
ONGLYZA 2.5 mg, 5 mg, and placebo was 3.1%, 8.1% and 4.3%, respectively

Laboratory Tests: There was a dose-related mean decrease in absolute lymphocyte count observed with ONGLYZA.

Drug Interactions: Because ketoconazole, a strong CYP3A4/5 inhibitor, increased saxagliptin exposure, the dose 
of ONGLYZA should be limited to 2.5 mg when coadministered with a strong CYP3A4/5 inhibitor (e.g., atazanavir, 
clarithromycin, indinavir, itraconazole, ketoconazole, nefazodone, nelfinavir, ritonavir, saquinavir, and telithromycin).

For adult patients with type 2 diabetes in addition to diet and exercise

Add Onglyza™ to
improve glycemic control

•  Onglyza significantly improved glycemic control across A1C, FPG, and PPG 
when added to metformin, glyburide, or a TZD*

•  In a pooled analysis of add-on and monotherapy trials the overall incidence 
of adverse events was similar to placebo (72% vs 71%, respectively)

—  Discontinuation of therapy due to adverse events occurred in 3.3% and 
1.8% of patients receiving Onglyza and placebo, respectively

•  Onglyza is widely accessible,1 with most commercially-insured eligible 
patients paying only $10 per month†
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Obesity Linked to Higher AF Recurrence, Burden
B Y  M I T C H E L  L . Z O L E R

FROM THE ANNUAL CONGRESS OF THE

EUROPEAN SOCIETY OF CARDIOLOGY

STOCKHOLM – Obesity in patients
with a history of atrial fibrillation was
linked with a significantly increased risk
for recurrent atrial fibrillation episodes
and more time spent in atrial fibrillation
episodes in a post hoc analysis of more
than 2,500 patients in an intervention
trial.

A multivariate analysis of factors
linked with atrial fibrillation (AF) in these
patients indicated that left atrial size me-
diated the obesity link, and that higher
body mass index significantly correlated
with larger left atrial size, Dr. Maya
Guglin said at the congress. The new
findings extended earlier reports that es-
tablished obesity as a risk factor for new-
onset AF with left atrial size the mediat-
ing factor, said Dr. Guglin, a cardiologist
and director of the heart failure program
at the University of South Florida in
Tampa. 

Her study used data collected in the
Atrial Fibrillation Follow-Up Investiga-
tion of Rhythm Management (AFFIRM)

study, which in 2002 established in more
than 4,000 randomized patients that rate
control of AF worked as well as did a
rhythm-control strategy while leading to
fewer adverse effects (N. Engl. J. Med.,
2002;347:1825-33). AFFIRM enrolled pa-
tients aged 65 or older who had at least
one risk factor for stroke or death, and a
recent history of AF with recurrence
likely. The patients’ average age was 70
years, and 39% were women. The new
analysis focused on 2,518 AFFIRM pa-
tients with medical records that includ-
ed their body mass index at entry into
the study. This subgroup divided nearly
equally between patients assigned to the
rate control arm and those who received
rhythm control.

The new analysis used the number of
cardioversions patients received during
follow-up as a surrogate marker for re-
current AF, and the number of times
they presented with AF during follow-up
medical examinations as a surrogate
measure for their overall AF burden.

Obese patients, those with a baseline
BMI of at least 30 kg/m2, had a statisti-
cally significant 26% higher risk for re-
current AF compared with patients with
a normal BMI of 18.5-25.0 kg/m2. When
analyzed with BMI index as a continuous
variable, the recurrence risk rose by
about 1.5% for each one-unit rise in
baseline BMI, Dr. Guglin reported.

AF burden and baseline BMI showed
a similar relationship. Obese patients av-

eraged a significant 55% increased
AF burden compared with normal-
BMI patients. For each one-unit in-
crease in baseline BMI, AF burden
during follow-up increased by about
2%.

The multivariate analysis that
identified left atrial size as the only
baseline variable independently
linked with higher AF recurrence
and burden incorporated 14 vari-

ables, including age, diabetes, hy-
pertension, coronary artery disease,
and left ventricular ejection frac-
tion. The finding that higher BMI
links with larger left atrial size that
in turn links with the risk for new-
onset AF first appeared in an analy-
sis of data from the Framingham
Heart Study and the Framingham
Offspring Study, Dr. Guglin said
( JAMA 2004;292:2471-7). ■

Major Finding: Obese patients with atrial
fibrillation had a 26% increased AF recur-
rence rate and a 55% increased rate of AF
burden compared with normal-weight pa-
tients with AF, effects mediated by left
atrial size.

Data Source: Post hoc analysis of 2,518
patients enrolled in the AFFIRM trial.

Disclosures: Dr. Guglin said that she had
no conflicts of interest.
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The new findings extended
earlier reports that established
obesity as a risk factor for
new-onset atrial fibrillation
with left atrial size the
mediating factor.


