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Table B3. Summary of secondary prevention statin trials, main characteristics and results (RCTs published after 2003, > 1000 pz per study arm,
with at least 6 months of follow-up) considering clinical outcomes
objective
main
Study title
# of
intervention control
main
median
statistically risks
(reference)
inclusion
patients
(and doses)
(and
outcome
follow-up significant
criteria
per study
doses)
period
benefits
arm
(absolute
diff)
High dose
atorvastatin
after stroke or
transient
ischemic attack.
NEJM
2006;355:54959

Prevention of
recurrent
stroke or TIA
in people with
no CHD

stroke or tia
within 6 months;
LDL between
100 and 190
mg/dl; no CHD

2365/2366

Efficacy and
safety of
atorvastatin in
the prevention
of
cardiovascular
end points in
subjects with
type 2 diabetes.
Diabetes Care
2006;29:147885

CVD
prevention in
subjects with
Type 2
diabetes and
LDL below the
target currently
suggested by
cpg

1211/1199

High dose
atorvastatin vs
usual dose
simvastatin for
secondary
prevention after
myocardial
infarction.
JAMA
2005;294:243745

coronary
prevention
with more
aggressive
LDL
reduction than
is actually
recommended
in people with
mi

LDL < 140-160
mg/dl
(depending on
present/absent
previous mi).
Excluded if
blood pressure >
160/100, bmi >
35 and mi,
angina or
revascularization
in the previous 3
months
80 years or
younger with
previous mi

4449/4449

atorvastatin 80
mg

atorvastatin 10
mg

atorvastatin 80
mg

placebo

placebo

simvastatin
20 mg

first nonfatal or
fatal stroke

4,9 years

cv death +
nonfatal mi +
nonfatal stroke +
revascularization
+ worsened
angina

4 years

major coronary
event

4.8 years

3.5% in five
years

no difference

+1.7% elevate
liver enzymes
no difference in
adverse and
serious adverse
events,
myopathy and
rhabdomyolysis
+2.3% serious
adverse events
+ 1.4% myalgia

no difference in
the primary
outcome.
-1.2% in
nonfatal mi
-3.6% in any
chd

+1.3% elevate
liver enzymes
with aggressive
treatment
(1.40% vs
0.15%)
2.2% vs 1.1%
myalgia

Table 4B (cont)
Study title
(reference)

objective

main
inclusion
criteria

# of
patients
per study
arm

intervention
(and doses)

control
(and
doses)

main
outcome

median
followup
period

statistically
significant
benefits
(absolute
differences)

risks

Intensive lipid
lowering with
atorvastatin in
patients with
stable coronary
disease. NEJM
2005;352:142535

coronary
prevention
with more
aggressive
LDL
reduction than
is actually
recommended
in people with
mi

35-75 years with
previous mi or
revascularization
or objective
evidence of
atherosclerotic
chd

5006/4995

atorvastatin 80
mg

atorvastatin
10 mg

major cv event

4.9 years

-2.2% major
cvd

+2.3% adverse
events with
aggressive
treatment.
Overall, 5 cases
of
rhabdomyolysis
(3 with 10 mg vs
2 with 80 mg)

Intensive vs
moderate lipid
lowering with
statins after
acute coronary
syndromes.
NEJM 2004;
350:1495-1504

coronary
prevention
with more
aggressive
LDL
reduction than
is actually
recommended
in people
hospitalised
for an acute
coronary
syndrome

> 18 years old,
hospitalised for
an acute
coronary
syndrome (mi or
unstable angina)
in the preceding
10 days

2063/2099

80 mg
atorvastatin

40 mg
pravastatin

death from any
cause + mi +
unstable angina
requiring
rehospitalization
+
revascularization
+ stroke

2 years

-1.3% nonfatal
mi
-0.8%
fatal/nonfatal
stroke
-1.6% major
coronary event
-1.1%
fatal/nonfatal
stroke + tia
- 3.9% primary
end point

+ 2.2% elevation
of alanine
aminotransferase
(with more
intense
treatment)

