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LEADERS FREE

2,466 HBR pts
30 day DAPT

Primary Endpoints and Major Bleeding at 1 Year

Efficacy (TLR) Safety (cardiac death, MI, ST) Bleeding (BARC 3-5)
%

12 ” z %
1 15
=
g9 12 g
g
g0 ) 0.4%
4 : e
] 5.1%
£3 2
g 3 HR 0.71, (95% Cl = 0.56-0.91)
3 p for superiority < 0.001 p < 0.0001 for non-inferiority

0 HR 0.50, (95% C1 = 0.37-0.69) 0 p = 0.005 for superiority 0

0 90 180 270 390 Days 0 a0 180 270 390 Days 0 0 140 Lt 880 -Days

Urban et al. Leaders-Free Trial. N Engl J Med 2015;373:2038-47



El Biofreedom.........modifico las Guias

Duracion del TAPD y eleccidn del tipo de stent para pacientes con EC estable
sometidos a intervencion coronaria percutanea

Para pacientes con EC estable tratados con stent, I
independientemente del tipo, en general se recomiendar

U0 TAPD con clopidogrel v AAS durante 6 mesestoimt o =e 1

Los SFA° son la opcion terapéutica preferida, I
independientemente de la duracion del TAPD!#%132

‘Estas recomendaciones se refieren a stents probados en ECA a gran escala que
evaluaron resultados clinicos que condujeron a la marca CE sin condiciones, tal como
detallan Byrne et al.*4.

Valgimigli et al. Guia de DAP. Eur Heart J. 2017;39:213-60
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30 dias de DAPT

Total Enroliment
United States

Canada

Europe
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Enrollment: LFIl and LF Controls
DCS
N=1,203

12 (1.0%) patients withdrew
before 12 month visit or

were lost to FU .
22 (1.8%) patients

withdrew before
12 month visit or
were lost to FU

43 (3.6%) 12 month
visit pending

e (?5{43") 1,189 (98.2%)
complete
12 month visit completed

12 month visit

or died or died
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Caracteristicas basales:

64.1

L L NN—————
T : Qtall anticoaguiants N .
1,74 criterios / paciente —
Renal failure i — 147
Surgery soon T 2.1
Anemia or recent TF | u—— 16 3

Cancer I 7.5
Hospital for bleeding g™ o

DAPT compliance -- 559
NSAID or steroids ﬁ 9.2
Thrombocytopenia gu's;
Stroke < 1year gu e oS
Severe liver disease . 9,82 =
>rior intracerebral bleed g 15
0 10 20 30 40 50 60 70
% pts
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Resultados Primary Safety Endpoint

Risk Difference:

% s -3.7% (95% Cl -6.6% to -1.4%)
L + HR 0.67 (95% Cl =0.51 - 0.88)
s
=% 8.6%
2
3
g 5
O -

p < 0.0001 (non-inferiority)

Primary Efficacy Endpoint 0 - - DE— Unadjusted Primary Safety Endpoint
Leaders Free and Leaders Free Il

%
: -
% Difference: BMS 1211 1117 1,066 1,040 1,013 E 20 (Cardiac Death / MI)
15 o _3-20/0 (95% CI — _5-5% to _07%) m 1,203 1,124 1,086 1,039 469 ‘i
o
* HR0.63 (95% Cl =0.45-0.87) z»,
]
_ 10 § 10 9.0%
2 5 e
x 6.1% - 8.6%
5 =
=1
E
ot =0.0111 ( iority) o 0
0 L P saperiort 0 90 180 270 365
0 90 180 270 365 Days
2,

BMS 1,211 1,131 1,071 1,030 997 DCS (LFll) 1,203 1,124 1,086 1,039 469
m 1,203 1,147 1,004 1,035 465 DCS (LF) 1,221 1,146 1,106 1,082 1,054
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CONCLUSIONES LEADERS e

1- Estudio disefiado para buscar la aprobacion de la FDA del stent Biofreedom (Biolimus A9 sin polimero) en
pacientes con alto riesgo hemorragico y doble antiagregacion 1 mes.

2- Se demuestra la reproducibilidad de los hallazgos del Leaders Free:
-superioridad en seguridad (mortalidad e infarto a 1 afo)
-superioridad en eficacia (TLR a 1 afo)

3- Con >50% de pacientes enrolados en Norte América, los datos apoyan la generalizacion de los resultados en
esta poblacion de alto riesgo.



