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ACUITY: Impact of Ml and Major Bleeding in the
First 30 Days on Risk of Death Over 1 Year

1 year
Estimate

Both Ml and Major Bleed (N=94) mmwus 28.9%
Major Bleed only (without MI) (N=551) === 12.5%
Ml only (without Major Bleed) (N=611) == 8.6%
No MI or Major Bleed (N=12,557) == 3.4%

Stone GW. ACC 2007



HORIZONS B

/ Harmonizing Outcomes with Revascularlzatlon and Stents in AMI
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(abciximab or eptifibatide) (£ provisional GP lib/llla)
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Bare metal stent TAXUS paclitaxel-eluting stent
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HORIZONS: 30 Day Adverse Events

L M

P<0.007

P=0,002

P =090

*Not related to CABG Stone GW et aI.KfETJM 2008;358:2218-30
** Plat cnt <100,000 cells/mm?




30 Day Mortality

Time in Days
Nurnbear 2t risg

Blvalirucin ‘e 175¢ 175 174 i 1666

rlzparin -+ GRIL/a 1802 1794 174 1755 15350




30 Day Stent Thrombosis (N=3,124)

Sivelirtcin
(N=15771)

2.5%

2.2%
0.5Y% 0.9%
0.2% | BY

1.7% 1. 2%

*Protocol definition of stent thrombosi'éTCEC adjudicated




30 Day,?lf\llortality: Cardiac and Non Cardiac

J

Time 1n Days
| Bivalirudin 1800 1751 1745 742
Heparin + Gplib/llla 1802 1743 1735 1728

Nurnbear 2t risg
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Predictors of 30 DE\A " [e]yr:1114Y

32 Candidate Baseline Variables*

Dernograpnic: Age; sex race; Us vs, OUS: FITH, /oérJJOJrlérr

srordng, disioegtes, diaostes on insulin, J\/JJ HQJ CABG, CAD, = JJHEJ,
Crlr, major cardiac rrytnrn/rate disturoances, PVD

Medication use at norre orevious & days: asolrin, veta olocker,
nienooyridines, calciurn charnnel vlocrker, ACE/ARB, diuretic
Tirme frorn symotorn onset to nosoital =282

Priysical exarn: BMI; ILLIP class
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stirnaited CrCl, anerniza, olatelet count
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Medications ir) r 1osoltal orior to anglograpny: Randornized treatrment
(oivalirudin vs. neoarin + GPl; ore-orocedurs neparir); clooidogrel lozad

“Angiographic variables not yet availables

- treatment related variables not used




T{ime-up’a‘ated covariate adjusted Cox model

// relating 30-day events to 30-day mortality

"~ = Complete model with MACE components and major bleeding -

rlazard Ratio [95% Cl]

C-statistic = 0.87.




T{ime-up’d/ated covariate adjusted Cox model

/’ relating 30-day events to 30-day mortality

- Complete model with MACE components and major bleeding -

“9.7% of 93 total deatns
Flaizard Ratio [95% Cl] “2°1.9% of 93 tota] dezins

C-statistic = 0.87. Attributable deaths = Nideaths among, pts with.

the time updated event (attribute) X (adj. HR — 1)/adj. HR



T{ime-up’d/ated covariate adjusted Cox model

/’ relating 30-day events to 30-day mortality

- Complete model in 3,124 pts with successfully implanted stents -

2 0)

5.5% of 54 totg
rlazard Ratio [95% Cl] )0 0%, of 54 toig

C-statistic = 0.87. Attributable deaths = Nideaths among, pts with.

the time updated event (attribute) X (adj. HR — 1)/adj. HR
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1-Year All-Cause Mortality




1-Year""MortaIity: Cardiac and Non Cardiac
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Nurmber at risk
Blvalirudin alone 150¢ 1705 1554 16559 1520 -
rleparin+GPIIo/lla 1502 16578 1563 | 65216 1485




1-Year MACE Components*

Urrl -+ GPJ Sivaliruclin
(N=1502) (N=1500)

25.5% 3.4 .69 10,50,0,97] 0,029
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*All Kaplan-Meier estimates, CEC adjudicated
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_Adverse Events Between 30 Days and 1-Year

Sivalirucin =
(N=1200)  Valus

'J /|JJ

0.4%

9% 1. 0%
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A% 5, 0%

4, 5% T

0.5% Y

7.5% oY

Major olzading (non CABG 0.7% 0%
NACE 7.5% 7.5%
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*Kaplan-Meier estimates, landmark analysis, CEC adjudicated




1-Year Stent Thrombosis (ARC Definite/Probable)
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Conclusions

— Iniinls large scals, orososcilye, randornizad
irizl of ot witn STEN Undsr JJJIJ o) =l orlrnzry

(1080 k wmoj cornozrsd to Urr] pJLJ-
roltine use of GP lo/llla innioitors |

— Slignificant 31% and 43% |
loyear rates of all-c | diac mortality
(ziosolute 1A% znd ‘J ' JJ) Witr) rorl
slgnificanly diffsrant rates ctlorl, start
romoosls, sirogs e TY




" Clinical Implications

~ rlORIZONS nas dermonsiraiac triztirs
oravartion of nemorrnzgle cormollcatlons
after orlmzry PCHn STEN resulis In

irmoroved garly znd late survival

— Ouptlmnzl drug selactlon and tecr
to rinimize olas
orrznece oLic

Iriteryvartlonsl triers




