
men (Fig. 1). Women in the pravastatin group experienced an
early reduction in risk for major coronary events, with the
treatment curve beginning to separate from the placebo curve
at 1 year (Fig. 2). The overall risk reduction was 46% for
women versus 20% for men (Fig. 2, Tables 3 and 4). The test
for significance for an interaction between therapy and gender
showed a p value of 0.048 (Table 5).

Pravastatin therapy caused a substantial reduction of all
major cardiovascular events in women (Table 3): The primary
end point of CHD death or nonfatal MI was decreased by 43%
(p ! 0.035), fatal or non-fatal MI by 56% (p ! 0.009), PTCA
by 48% (p ! 0.025), CABG by 40% (p ! 0.14) and stroke by
56% (p ! 0.07). Men in the pravastatin group also showed a
significant reduction in risk for the primary and combined
coronary end points and in revascularization procedures, but
the magnitude of the reduction was lower than that in women
(Table 4).

Cancer. Cancer was reported in 12 women in the placebo
group and 23 in the pravastatin group (5 vs. 2 for gastrointes-
tinal, 1 vs. 12 for breast, 3 vs. 4 for genitourinary, 3 vs. 4 for
respiratory, 0 vs. 1 for “other,” placebo vs. pravastatin, respec-
tively). Of the 12 cases of breast cancer in the pravastatin
group, 3 occurred in patients with previous breast cancer, 1 was

ductal carcinoma in situ, and 1 occurred in a patient who took
pravastatin for only 6 weeks. The one case in the placebo group
occurred in a woman with previous breast cancer. Total cancer
occurrence in men was 133 for the placebo group and 124 for
the pravastatin group (colon 12 vs. 6, gastrointestinal 16 vs. 16,
nervous system 2 vs. 4, respiratory 35 vs. 31, genitourinary 58
vs. 56, melanoma 3 vs. 3, “other” 7 vs. 8, placebo vs. pravasta-
tin, respectively).

Discussion
The CARE trial compared the effect of pravastatin and

placebo in 576 post-MI women with average cholesterol levels
who received treatment typical of North American patients
with this condition. After an average duration of treatment of
5 years, the rates of the major coronary events were reduced by
40% to 55% in women. The risk of stroke was reduced 56% in
the pravastatin group (p ! 0.07), a new finding in women with
lipid-lowering treatment.

Paucity of information on cholesterol-lowering treatment
in women. Exclusion of women from studies of cholesterol
lowering has hampered the development of evidence-based
standards of care for women with CHD (20). The need for

Figure 2. Coronary events in women and men treated with
pravastatin or placebo (overall risk reduction: 46% for
women, 20% for men, p ! 0.001 for both).

Table 3. Cardiovascular Events in Women

Event

Placebo Group (n ! 290) Pravastatin Group (n ! 286)
% Risk

Reduction
(95% CI)

p
Value

No. of
Pts

Incidence
of Events

No. of
Pts

Incidence of
Events (%)

Death from CHD or nonfatal MI 39 13.4% 23 8.0% 43 (4 to 66) 0.035
Death from CHD 14 4.8% 11 3.8% 21 ("74 to 64) 0.56
Nonfatal MI 28 9.7% 14 4.9% 51 (8 to 74) 0.028
Fatal MI 6 2.1% 1 0.3% 83 ("40 to 98) 0.099
Fatal or nonfatal MI 33 11.4% 15 5.2% 56 (18 to 76) 0.009
Clinical nonfatal MI* 38 13.1% 18 6.3% 54 (20 to 74) 0.006
CABG 23 7.9% 14 4.9% 40 ("17 to 69) 0.13
PTCA 34 11.7% 18 6.3% 48 (8 to 71) 0.025
CABG or PTCA 57 19.7% 28 9.8% 53 (26 to 70) 0.001
Unstable angina 65 22.4% 56 19.6% 14 ("23 to 40) 0.41
Stroke 16 5.5% 7 2.4% 56 ("7 to 82) 0.071
Combined coronary events† 80 27.6% 46 16.1% 46 (22 to 62) 0.001

*Reported by clinical center. †CHD death, nonfatal MI, PTCA and CABG. CI ! confidence interval; Pts ! patients; other abbreviations as in Table 1.

143JACC Vol. 32, No. 1 LEWIS ET AL.
July 1998:140–6 PRAVASTATIN AND CORONARY EVENTS IN WOMEN


