
At Novo Nordisk, helping people 
with diabetes is our passion. 
It’s where we started over 80 
years ago…and where we’re 
going today. We’re leading the 
fight to change the course of a
disease that now affects more 
than 18 million Americans.

Troubling trends
In the U.S., the diabetes epidemic continues to grow. Despite 
so many treatment options, two out of three people who take
medication don’t achieve effective glycemic control. The health 
risks keep climbing. The crisis is getting worse. 

We are determined to change the course.
As a global leader in diabetes care, we are committed to helping
each patient achieve glucose control all day, every day through:  

• a full range of products that allow individualized patient treatment.

• delivery devices that make therapy easier and more convenient.

• educational resources that help healthcare professionals optimize 
their patients’ disease management.

Direction and dedication 
We are passionately focused on diabetes. And intensely 
committed to helping people achieve healthier, happier, easier lives.
We are changing the course of diabetes. For good.

To find out more, please visit www.novonordisk-us.com.

Changing the course for good.
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Encouraging Results From New Platelet Inhibitor 
B Y  M I T C H E L  L . Z O L E R

Philadelphia Bureau

M U N I C H —  A new antiplatelet drug
showed promise as an alternative to to-
day’s standard agent, clopidogrel, in a
phase II study with about 900 patients.

The new agent, prasugrel, showed
comparable safety and efficacy, compared
with clopidogrel (Plavix), during 30 days of
treatment following percutaneous coro-
nary intervention with coronary stenting.
A phase III study with about 13,000 pa-
tients is launching this fall to test the two
drugs in a definitive match-up in the same
clinical setting, Elliot M. Antman, M.D.,
said at the annual congress of the Euro-
pean Society of Cardiology.

Prasugrel, like clopidogrel, is a thiopy-
ridine drug that interferes with platelet ag-
gregation by blocking the adenosine

diphosphate re-
ceptor on
platelets. But
prasugrel may
avoid the prob-
lem of “clopi-
dogrel resis-
tance” that’s
seen in as many
as 30% of pa-
tients who are
unable to get a
full antiplatelet
benefit from
c l o p i d o g r e l ,
said Dr.

Antman, director of the cardiac unit at
Brigham and Women’s Hospital in Boston.

Both clopidogrel and prasugrel are pro-
drugs that must be metabolized to an ac-
tive form. Clopidogrel is converted to its
active form almost exclusively in the liver,
one reason why some patients are unable
to respond to the drug. “A possible ad-
vantage of prasugrel is that it undergoes
partial formation of the active metabolite
in the intestine and blood,” said Dr.
Antman, who is also a professor of medi-
cine at Harvard University in Boston. In
addition, results from animal studies
showed that prasugrel may be more po-
tent than clopidogrel and may also have a
more rapid onset of action.

The phase II study enrolled 904 patients
at 80 centers in the United States and
Canada. The patients had coronary dis-
ease, were scheduled for angiography, and
were likely to also undergo percutaneous
coronary intervention with coronary
stenting during 2003. They were random-
ized to treatment with clopidogrel or one
of three prasugrel regimens: low, with a
loading dose of 40 mg and a maintenance
dosage of 7.5 mg/day; intermediate, with
a loading dose of 60 mg and a mainte-
nance dosage of 10 mg/day; and high,
with a loading dose of 60 mg and a main-
tenance dosage of 15 mg/day. Patients in
the clopidogrel arm received a standard
regimen with a loading dose of 300 mg
and a maintenance dosage of 75 mg/day.
All patients were also treated with 325
mg/day of aspirin, and patients were strat-
ified so that each randomization group in
the study had similar numbers of patients
who also received intravenous treatment

with a glycoprotein IIb/IIIa inhibitor.
The study’s primary end point was the

incidence of significant bleeding, not as-
sociated with coronary bypass grafting,
during 30 days of treatment.

The incidence of significant bleeding
was 1.2% among the 254 patients in the
clopidogrel group and 1.7% among all
650 patients who received prasugrel, a dif-
ference that was not statistically signifi-
cant. There was also no significant differ-
ence in the bleeding rate between the

three prasugrel regimens, he reported.
A secondary end point of the study was

the incidence of major adverse coronary
events—death, myocardial infarction,
stroke, target vessel thrombosis, or severe
recurrent ischemia—during the 30 days of
treatment, although the study did not in-
clude enough patients to make a definitive
comparison for this measure. The rate of
major adverse events was 9.4% in the
clopidogrel group and 7.2% in the pra-
sugrel group, a difference that was not sta-

tistically significant, Dr. Antman said.
The only measured outcome that

showed a significant difference was in the
rate of target vessel thrombosis, a measure
of either the need for target vessel revas-
cularization or documented total occlusion
of the originally stented coronary artery.
This rate was 2.4% in the clopidogrel
group and 0.6% in the prasugrel group. 

The prasugrel clinical studies are spon-
sored by Eli Lilly and Sankyo, which are col-
laborating in the drug’s development. ■

The new agent,
prasugrel,
showed
comparable
safety and
efficacy,
compared with
clopidogrel,
during 30 days of
treatment.
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