
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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Prompt Vertebroplasty Eased Acute Fracture Pain
B Y  M . A L E X A N D E R  O T T O

FROM THE LANCET

V
ertebroplasty provided quicker,
stronger, and more durable pain
relief from acute, osteoporotic

vertebral compression fractures than did
conservative pain management, judging
from the findings of a randomized,
open-label trial.

“In a subgroup of patients with acute

[fractures] and persistent pain, percuta-
neous vertebroplasty is effective and
safe,” concluded Dr. Caroline Klazen, a
radiologist at St. Elisabeth Hospital in
Tilburg, the Netherlands, and her col-
leagues (Lancet 2010 Aug. 10 [doi:10.
1016/S0140-6736(10)60954-3]). 

Two previous studies found no bene-
fit for vertebroplasty compared with
bed rest, analgesics, and other conserv-
ative measures, but both trials included
patients with fractures that were up to
a year old (N. Engl. J. Med.
2009;361:557-68; N. Engl. J. Med.
2009;361:569-79).

The Lancet study pitted vertebroplas-
ty against conservative treatment within
a mean of 5.6 weeks of fracture symptom
onset; vertebroplasty patients experienced
greater pain relief initially and through-
out the trial’s year-long follow-up.

“Apparently,” vertebroplasty shortly
after a fracture “is more effective for
pain relief ” than vertebroplasty per-
formed months afterward, Dr. Klazen
and her colleagues wrote.

Recruited from the radiology depart-
ments of six hospitals in the Nether-
lands and Belgium, 101 patients were
randomized to vertebroplasty and 101
to conservative measures. Patients were
at least 50 years old, and 69% were fe-
male.

All of the patients had radiologically
confirmed compression fractures at or
below thoracic vertebrae 5 with bone
edema on magnetic resonance imaging
and a minimum height loss of 15%, the
authors noted.

They also had tenderness at the frac-
ture level; bone density T scores at or be-
low –1; back pain for 6 weeks or less; and
a pain score of at least 5 on a 10-point vi-
sual analog scale (VAS), with 10 being the
worst pain.

In the vertebroplasty group, fractures
were injected with a mean volume of
4.1 mL of polymethylmethacrylate
bone cement under fluoroscopic guid-
ance.

At 1 month, those injected with the
bone cement had a mean reduction of
5.2 VAS points from baseline (95% CI,
5.88-4.72), compared with a mean re-
duction of 2.7 points (95% CI, 3.22-
1.98) in those who were treated con-
servatively.

At 1 year, vertebroplasty subjects had
a mean reduction of 5.7 VAS points
from baseline (95% CI, 6.22-4.98); con-
servatively treated patients had a mean

reduction of 3.7 points (95% CI, 4.35-
3.05).

During the study, vertebroplasty pa-
tients used significantly less pain-reliev-
ing medication at day 1, week 1, and
month 1, but the difference in drug use
was not significant at later stages of fol-
low-up.

The authors noted that the interven-
tion was not blinded, and that “knowl-
edge of the treatment assignment might

Major Finding: 101 patients ran-
domized to vertebroplasty for
acute osteoporotic compression
fractures had a mean reduction of
5.2 points on a 10-point pain
scale a month after the proce-
dure; 101 randomized to conserv-
ative treatment had a mean re-
duction of 2.7 points.

Data Source: Randomized, open-
label trial.

Disclosures: The authors reported
no conflicts of interest. The study
was funded by a ZonMw, a Dutch
health care research organization,
and Cook Medical, which makes
the bone cement used in the tri-
al. The commentators reported
receiving consulting fees and
travel and accommodation ex-
penses from Medtronic Spinal
and Biologics Europa BVBA for
their role in the FREE balloon
kyphoplasty trial.
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Patients with Renal Impairment: The dose of ONGLYZA is 2.5 mg once daily for patients with moderate or severe 
renal impairment, or with end-stage renal disease requiring hemodialysis (creatinine clearance [CrCl] ≤50 mL/min). 
ONGLYZA should be administered following hemodialysis. ONGLYZA has not been studied in patients undergoing 
peritoneal dialysis. Assessment of renal function is recommended prior to initiation of ONGLYZA and periodically 
thereafter.

Pregnant and Nursing Women: There are no adequate and well-controlled studies in pregnant women. ONGLYZA, 
like other antidiabetic medications, should be used during pregnancy only if clearly needed. It is not known whether 
saxagliptin is secreted in human milk. Because many drugs are secreted in human milk, caution should be exercised 
when ONGLYZA is administered to a nursing woman.

Pediatric Patients: Safety and effectiveness of ONGLYZA in pediatric patients have not been established.

For more information about Onglyza, visit www.onglyza.com/three.

Please read the adjacent Brief Summary of the Product Information.

*Pioglitazone or rosiglitazone 
†Based on Tier 2 coverage and the Onglyza Value Card Program. 

See Onglyza Value Card Program details at www.onglyza.com/hcp/value-card.aspx.

Reference: 1. Fingertip Formulary® data as of April 9, 2010. Data on File, April 2010.

©2010 Bristol-Myers Squibb 422US10AB08411 05/10 307520
Onglyza™ is a trademark of Bristol-Myers Squibb 
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have affected patient responses to ques-
tions or radiologist assessments.”

Computed tomographic scanning
found that polymethylmethacrylate
bone cement leaked out of 97 of the
134 vertebral bodies injected in the 101
vertebroplasty subjects. “Most leaks
were discal or into segmental veins;
none were into the spinal canal,” the au-
thors noted. 

Cement did deposit into a segmental
pulmonary artery in one patient, how-
ever all cement leaks remained asymp-
tomatic. 

In a commentary, orthopedic sur-

geons Dr. Douglas Wardlaw, of Wood-
end Hospital in Aberdeen, Scotland, and
Dr. Jan Van Meirhaeghe, of St. Jan Gen-
eral Hospital in Brugge, Belgium, not-
ed that the study “lends support to the
large body of medical opinion that ver-
tebroplasty has a part to play in the
management of the pain of vertebral
compression fractures” (Lancet 2010
Aug. 10 [doi:10.1016/S0140-6736(10)
61162-2]).

But they noted “an unexplained sig-
nificant difference at baseline” in quality
of life and disability measurements be-
tween the two groups that suggests “the

control group might have been general-
ly healthier than the vertebroplasty
group.”

Dr. Klazen and her colleagues attrib-
uted the differences to chance.

Dr. Wardlaw and Dr. Van Meirhaeghe
also noted that in the two previous
studies that found no benefit for verte-
broplasty, the comparators were sham
treatments, not conservative pain man-
agement.

In one of the trials, the sham treat-
ment included injecting bupivacaine, a
long-acting local anesthetic, directly into
fractures, which in itself might have

brought relief, the commentators wrote.
By using conservative pain manage-

ment as a comparator, Dr. Klazen and
her colleagues noted, vertebroplasty was
tested against “the reference treatment
and thus provides the clinician with di-
rectly applicable information about how
to best treat the patient.”

Dr. Klazen and her colleagues noted
that ZonMw and Cook Medical, the
sponsors of the study “had no role in
study design, data collection, data analy-
sis, data interpretation, writing of the re-
port, or the decision to submit for pub-
lication.” ■


