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Death according to quartiles
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EPHESUS : Post-MI heart failure
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ALBATROSS study design /4

AMI (ST+ or ST-) In the first 72hrs

Aldosterone blockade / \
Randomized

Ilv K* canrenoate* Open label
* Soludactone 200mg then

N=1600
spironolactone**

** Aldactone 25mg od
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1° End Point: death, resuscitated cardiac death,
VF/VT, indication for defibrillator, heart failure
up to 6-month FU

clinicaltrials.gov registration number NCT 01059136
ALBATROSS study protocol - Beygui et al. Am Heart J 2010



y -
Baseline characteristics @

Standard treatment MRA regimen
(N=801) (N=802)

Age (median)
Current smoking (%)
Diabetes (%)
Hypertension (%)
Dyslipidemia (%)
Prior Ml (%)
Prior HF (%)
STEMI (n)
NSTEMI (n)

Killip | (%)

PCI (%)

LV ejection fraction (median in %)




Primary End Point s

Death, resuscitated death, VF/VT, indication for ICD or heart failure
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HR = 0,97 [0,73-1,28]
p= 0.81

Primary end point
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Secondary End Points
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Standard therapy MRA regimen P

(n=801) (n=802) value
6 56 on
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ntarction (0 1 06 039
Death or resuscitated 2 4 16 0.28

cardiac arrest (%)

Hyperkalemia >5.5mmol.L1 (%) (.2 3 <0.0001




Subgroups

Hazard ratio
[95% confidence
interval]

p for
interaction

All patients
Age >= 65
Age <65
Women

0.65[0.30,1.38]
0681030, 154]
0.34[0.04,3.26]
0.73[0.12,4.37]

1631027, 1461

STEMI
NSTEMI

il

No PCI

ACE or ARB before randomization

Neither ACE nor ARB before randomization
ACE or ARB after randomization

Neither ACE nor ARB after randomization
BB after radomization

No BB after radomization

ACE/ARB and BB after randomization

no ACE/ARB or no BB or neither after randomization
Killip Class == 2

Killip Class = 1

Pulsed blood pressure < 45mmHg

Pulsed blood pressure >= 45mmHg

Left ventricular ejection fraction < 40%

Left ventricular ejection fraction >= 40%
Admission creatinine clairance > 60ml/min
Admission creatinine clairance <= 60ml/min
Admission plasma potassium level <4 mmol/l
Admission plasma potassium level >=4 mmol/l
Diabetes

No Diabetes

Pre-hospital randomization

In-hospital randomization

BMI <= 25

BMI > 25

0.88

0.20[0.06,0.70 ]
347[0.72,16.72]
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0.95[0.19,4.70]
0.83[025,2.71]
0.55[0.20, 1.48]
047[0.14,151]
0.94[030,2.96]
0721023, 227]
0.75[025,2.23]
0.63[0.15,2.64]
067[026,1.74]
0.71[024,2.11]
0.73[025,2.11]
0.96[028,3.33]
0.56[021,1.52]
0.62[020,1.94]
063[021,192]
0.88[0.32,243]
045[0.14,1.49]
070[0:20,2.49]
0.67[026,1.77]
1.33[0.30,5.00]
0.50[020,1.24]
1.33[0.41 , 33.18)
0.50[0.18 , 1.07 |
0.55[020,1.51]
0.74[023,2.32]
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Death in STEMI patients (n=1229)

N at risks
Standard Therapy
MRA Regimen

Y -

Standard Therapy ——
MRA regimen _—

HR = 0,20 [0,06-0,69]
p= 0. 0044
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1. Despite a strong pre-clinical rationale and favorable clinical
data from registries and small randomized studies, the
ALBATRQOSS trial failed to show a benefit of aldosterone
blockade initiated early in MI, when heart failure is in
general not present

2. The ALBATROSS study highlights the relative safety of the
aldosterone blockade used in the study

3. Our finding of a mortality reduction associated with early
aldosterone blockade in STEMI patients needs confirmation
In future studies specifically dedicated to these patients

4. Meanwhile, the results of the ALBATROSS study do not
warrant the extension of aldosterone blockade to Ml
patients without heart failure.
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