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Perspectivas de futuro

• Criterios de tratamiento antitrombótico

• Nuevos fármacos anticoagulantes 









Nuevos anticoagulantes en fibrilación auricular

RE-LY ROCKET ARISTOTLE AVERROES
Drug Dabigatran Rivaroxaban Apixaban Apixaban

Double
bid

Doses 110 or 150 mg 20 mg or 15mg  
(moderate renal 

impairment)

5 mg 5  mg
2.5 mg

INR Range 2–3 Range 2–3 Range 2–3 –

Duration 25 months 33 months – –

Double-blind 
ASA

5600

Efficacy and 
safety
Aug-07

Blinding Single Double Double
Dosing regimen bid od bid

Control Open-label 
warfarin

Double-blind 
warfarin

Double-blind 
warfarin

No. of patients 15,000 14,000 15,000

Outcome Efficacy and 
safety

Efficacy and 
safety

Efficacy

Start date Nov-05 Dec-06 Dec-06



Nuevos anticoagulantes en fibrilación auricular
RE-LY ROCKET AF ARISTOTLE AVERROES

Dabigatran Rivaroxaban Apixaban Apixaban
And one of the following: And history of stroke, TIA, 

systemic embolism
And 1 or more of the 

following:
And at least 1 of the 

following:

- Previous ischaemic
stroke

- Transient ischaemic
attack  or systematic 

embolism
- Age ≥75 years

- NYHA HF Class 2 
or greater at time of 

enrollment
- LVEF ≤ 35%, 

documented within 6 
months of enrolment

-Previous ischaemic
stroke
-TIA

-Systemic embolism
-LVD

-Age ≥75 years 
-Age ≥ 65 with either 

diabetes mellitus, history 
of coronary artery 

disease or hypertension

Or at least 2 of the 
following:

- Heart failure
- Hypertension
- Age >75 years

- Diabetes mellitus

- History of stroke, 
transient ischaemic

attack
- Embolism

- Age ≥ 75 years
- Symptomatic HF or 

LVD with LVEF≤
40% 

- Diabetes or 
hypertension  

requiring  
pharmacological 

treatment

CHADS2 ≥1 CHADS2 ≥1 CHADS2 ≥1CHADS2 ≥2



Characteristics Dabi
110 mg

Dabi
150 mg

Warfarin P-value
110 vs. W

6022
0.10

<0.001 (NI)
0.34 (sup)

0.13
0.003 
0.56
0.07

P-value
150 vs. W

Number of patients (n) 6015 6076
7.64Net Clinical Benefit 7.09 6.91
1.69

4.13
3.36
0.09
0.53

0.04
- Stroke / SSE

- Death
- Major bleeding 
- Pulmonary embolism
- Myocardial infarction

1.53

3.75
2.71 
0.12
0.72

1.11

3.64
3.11 
0.15
0.74

<0.001 (NI)
<0.001 (sup)

0.051
0.31 
0.21
0.048

All data represents %/year
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INR objetivo de warfarina 2,5 
(rango 2–3)

Fi
n 

de
l e

st
ud

io

CrCl 30–49 ml/min: 
Rivaroxabán 15 mg od

Rivaroxabán 20 mg od

Se
gu

im
ie

nt
o

FA no valvular
más historia de
ictus, AIT o ES

o ≥2* de los 
siguientes

factores de 
riesgo:

ICC
HTA
Edad ≥ 75 años
Diabetes

~Mes
12–32#

Mes
13–33

Mes 0

R

N=14,269

*Tras un 10% de inclusión con 2 factores de riesgo, los siguientes pacientes debían presentar ≥3 
factores de riesgo o ictus/AIT previos o ES fuera del SNC
#Al tratarse de un estudio en función de los acontecimientos, la duración del tratamiento varía 
para cada paciente. Se espera que el ensayo se prolongue alrededor de 42 meses

ROCKET AF: Rivaroxabán vs. warfarina

Patel et al, 2010

Ensayo aleatorizado Fase III, a doble ciego, con doble enmascaramiento



ROCKET AF: Primary Efficacy Endpoint
Stroke and Non CNS 
systemic embolism

1.70%
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Event rates are per 100 patient years
Late Breaking Scientific Session, AHA, Chicago 2010



ROCKET AF: Primary Efficacy Endpoint
Stroke and Non CNS 
systemic embolism

2,12%
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Event rates are per 100 patient years
Late Breaking Scientific Session, AHA, Chicago 2010



ROCKET AF: Efficacy Outcomes
Hemorragic Stroke

p = 0.024
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Late Breaking Scientific Session, AHA, Chicago 2010



ROCKET AF: Efficacy Outcomes
Myocardial Infarction

p = 0.121

0,91%
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Late Breaking Scientific Session, AHA, Chicago 2010



Limitaciones al uso de los nuevos 
anticoagulantes

• Infarto de miocardio
• Coste económico
• Adherencia 
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