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Clinical Trial Highlights

ACTIVE-W Discontinued-Oral Anticoagulants
Remain Treatment of Choice in Atrial Fibrillation

ACTIVE-W—one study under the larger umbrella of the
ACTIVE (Atrial Fibrillation Clopidogrel Trial with Irbesartan
for Prevention of Vascular Events) Trial—was discontinued
in September 2005 after an excess risk of vascular events
was observed in participants receiving clopidogrel plus
aspirin compared with those receiving warfarin.

Anincreased risk of 1.7% (47% relative increase) of stroke and Ml
was noted in the clopidogrel/ASA arm versus the warfarin arm.

The ACTIVE trial, with 600 sites in 30 countries and more than
6,500 participants, is the largest randomized study program
ever conducted to evaluate therapeutic strategies in atrial
fibrillation (AF). ACTIVE has three study components,
ACTIVE-A, ACTIVE-I, and ACTIVE-W. Both ACTIVE-A and
ACTIVE-I are ongoing.

In announcing the halt of ACTIVE-W, Stuart Connolly, MD,
director of the Division of Cardiology at McMaster University,
Hamilton, Ontario, Canada, and principal investigator of
ACTIVE, said that “the Data and Safety Monitoring Board
alerted the ACTIVE Steering Committee to the difference in
efficacy, clearly in favor of oral anticoagulants compared
with the clopidogrel/aspirin arm in ACTIVE-W.”

Oral anticoagulation (OAC) remains the standard of care in
preventing stroke in AF, but clinicians must also confront
management concerns including frequent INR monitoring
and a narrow therapeutic window. And patients at higher
risk for bleeding cannot take warfarin—but the alternative,
aspirin, offers limited protection against embolic events.

ACTIVE-A will assess clopidogrel + aspirin compared with
aspirin alone in patients with a contraindication to OACs or
who are unwilling to take an OAC. ACTIVE-I will evaluate
irbesartan versus placebo (along with antihypertensive therapy)
in preventing vascular eventsin patients with atrial fibrillation.
The ongoing ACTIVE trials will offer new information and
alternatives in managing the significant risk of stroke and
other vascular events associated with AR

OmniHeart: Shifting Carb, Protein, and Fat
Balance Lowers Heart Disease Risk

Substituting protein or monounsaturated fats for
carbohydrates in a healthy diet will reduce heart disease risk,
according to the OmniHeart Collaborative Research Group.

OmniHeart compared the effects of three healthy diets on
blood pressure and cholesterol levels in 164 adults with
elevated blood pressure — systolic of 120-159 mm/Hg or
diastolic at 80-99 mm/Hg.

“While we know that lowering dietary saturated fat reduces
cardiovascular risk, there is less certainty about which
macronutrient balance offers optimum risk reduction,” said
Dr. Lawrence J. Appel, a principal investigator of OmniHeart
and professor of medicine at Johns Hopkins University.

“OmniHeart offers evidence that substituting carbohydrates
with protein or with unsaturated fat can lower blood pressure,
improve cholesterol levels, and reduce heart disease risk.”

Alldiets were low in saturated fat and healthier than the average
diet prior to start of the study. One diet was rich in carbohydrates
and is essentially similar to the Dietary Approaches to Stop
Hypertension (DASH) dietwhich emphasizes fruits, vegetables,
and low-fat or fat-free dairy products.

The second diet shifted 10 percent of its calories to protein,

What's a Serving

1 cup low-fat fruit yogurt

1/2 cup low-fat frozen yogurt

1 Tbs. maple syrup, sugar, or jam

Sweets
(5 per week)
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1/2 cup cooked beans What's a Serving

1 tsp. oil or soft margarine
1 tsp. regular mayonnaise
1 Tbs. low-fat mayonnaise

1/3 cup nuts |
2Tbs, Sunflower seeds
Beans, 3 Oils,

Nuts &3 Salad

1 Tbs. regular salad dressing
2 Tbs. light salad dressing
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1 cup milk or yogurt
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What's a Serving

3 0z. broiled or roasted
seafood, skinless
poultry, or lean

What's a Serving

1 slice bread
1/2 cup dry cereal P
12 cup cooked i

1
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pasta, or cereal What's a Serving

1 medium fruit

1/2 cup fresh,
frozen, or

Grains

(preferably whole)
(7-8 per day)

What's a Serving
1 cup lettuce

112 cup other
vegetables

o
canned fruit

1/2 cup dried fruit

3/4 cup fruit juice

Vegetables
& Fruits
(8-10 per day)

Note: Choose lower-salt foods from all categories.
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