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MATRIX Access ?

NSTEACS or STEMI with invasive management

Aspirin+P2Y12 blocker
Randomization stratified for type of ACS

/\

|

Trans-Radial Access Trans-Femoral Access

—
ClinicalTrials.gov NCT01433627 Am Heart J. 2014 Dec;168(6):838-45.¢6. Q 7



Endpoints of the study 9

The MATRIX Access substudy had two pre-specified primary
superiority endpoints at 30 days:

MACE: composite of death, MI and stroke

NACE: composite of death, MI or stroke and
major bleeding (BARC 3 or 5)

Major 2 EPs: each component of the co-primary endpoints, any
bleeding according to BARC, TIMI and GUSTO scales and stent
thrombosis

¥



Results of the main study: 9
MACE ;

15% significant reduction at nominal 5% alpha
which is however NOT significant at the pre-specificed

alpha of 2.5%
B Femoral

m Radial

|
10 15 20 25
Days since randomisation

Number at risk
Femoral Access 4207 3702 776 3753 713
Radial Access 4197 3834 3811 3785 3748

Valgimigli, Lancet 2015



Results of the main study:
NACE

B Femoral
NNTB: 53 m Radial

5 10 15 20 25
Days since randomisation

MNumber at risk
Femoral Access 4207 a738 3725 3700
Radial Access 4187 3798 3771 3744

Valgimigli, Lancet 2015



Patient Eligibility 9

New or worsening ischaemia, Chest pain for >20 min with ST-
occurring at rest or with minimal segment elevation >1 mm in two or
activity within 7 days more contiguous leads, or with a
new left LBBB or true posterior
AND myocardial infarction
AND
At least 2 high-risk criteria: Admission <12 hs
Age > 60 OR
High Tp T I or CK-MB Between 12 and 24 hs with
_~ ECG changes suggesting evidence of continuing ischemia or
ischemia s
ysis
(( ~

Cardiogenic shock, severe PVD and prior CABG were eligible \ 7



baseline characteristics

STEMI NSTE-ACS
Radial Access | Femoral Access | p value | Radial Access Femoral pvalue
(n=2001) (n=2009) (n=2196) Access
(n=2198)
Age - yr 63.7+12.1 64.0+12.1 0.43 67.2+11.3 67.5+11.3 0.33
=75 yr 424 (21.2) 444 (22.1) 0.48 644 (29.3) 658 (29.9) 0.66
Male sex 1552 (77.6) 1541 (76.7) 0.52 1574 (71.7) 1505 (68.5) 0.020
Diabetes mellitus 371 (18.5) 352 (17.5) 0.013 588 (26.8) 592 (26.9) 0.42
Hypercholesterolemia 754 (37.7) 814 (40.5) 0.066 1045 (47.6) 1078 (49.0) 0.33
Hypertension 1093 (54.6) 1141 (56.8) 0.70 1532 (69.8) 1545 (70.3) 0.70
Previous myocardial
T TevIous myotardt 198 (9.9) 186 (9.3) 0.49 387 (17.6) 432(19.7) | 0.084
infarction
Previous PCI 215 (10.7) VARGE)) 0.017 395 (18.0) 414 (18.8) 0.47
Cardiac arrest 71 (3.5) 68 (3.4) 0.78 14 (0.6) 15 (0.7) 0.85
Killip class III, IV 84 (4.1) 48 (2.4) NS 49 (2.3) 58 (2.6) NS
eGFR 85.2+25.7 84.5+25.6 0.36 83.2+25.2 82.3+25.4 0.21
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drugs administered

STEMI NSTE-ACS
Radial Access | Femoral Access | p value | Radial Access Femoral p value p for
(n=2001) (n=2009) (n=2196) Access Interaction
(n=2198)
Aspirin 99 (4.9) 105 (5.2) 0.69 123 (5.6) 154 (7.0) 0.055 0.34
Clopidogrel 127 (6.3) 114 (5.7) 0.37 142 (6.5) 140 (6.4) 0.90 0.57
Prasugrel 264 (13.2) 237 (11.8) 0.18 71 (3.2) 54 (2.5) 0.12 0.45
Ticagrelor 248 (12.4) 265 (13.2) 0.45 133 (6.1) 131 (6.0) 0.89 0.58
GPI 435 (21.7) 382 (19.0) 0.032 137 (6.2) IRPE(R)) 0.91 0.21
Planned 328 (16.4) 284 (14.1) 0.047 90 (4.1) 87 (4.0) 0.81 0.43
Bailout 107 (5.3) 98 (4.9) 0.50 47 (2.1) 52 (2.4) 0.61 0.42
UFH 1014 (50.7) 964 (48.0) 0.088 1017 (46.3) 900 (40.9) 0.00034 0.21
Bivalirudin 936 (46.8) 952 (47.4) 0.70 783 (35.7) 784 (35.7) 0.99 0.79
Prolonged inf. post-PCI 470 (23.5) 484 (24.1) 0.65 399 (18.2) 386 (17.6) 0.60 0.49
Average duration 345.5+207.8 369.9+291.0 0.14 384.2+239.7 393.0+245.5 0.61 0.51
Full regimen post-PCI 215 (10.7) 195 (9.7) 0.28 109 (5.0) 108 (4.9) 0.94 0.56
Low regimen post-PCI 255 (12.7) 289 (14.4) 0.13 290 (13.2) 278 (12.6) 058 | ~0.14
Intra aortic balloon pump 60 (3.0) 72 (3.6) 0.30 25 (1.1) 30 (1.4) 10 \e’lLyf) .



procedural results

90% PCI 70% PCI
STEMI NSTE-ACS

Radial Access Femoral Access P Radial Access | Femoral Access P p for

(n=2001) (n=2009) value (n=2196) (n=2198) value | interaction
PEICEEG O TEEES || nag 137(75) | 0.45 | 300(19.7) | 303(19.7) | 097 | 053
treated
Lesions treated per | ;4 o1 0y | 1,0(1.0-1.0) | 0.90 | 1.0 (1.0-2.0) | 1.0 1.0-2.0)| 057 | 0.62
patient (i.q. range)
One lesion 1545 (84.0) | 1532 (84.4) 1099 (72.0) | 1117 (72.7)
Two lesions 256 (13.9) 232 (12.8) 330 (21.6) | 349 (22.7)
Three or more
lesions 38 (2.1) 52 (2.9) 97 (6.4) 71 (4.6)
Overall stent length | 5 517 4 30.6:18.1 | 0.92 | 33.3+213 | 32.4:21.2 | 029 | 0.36
per patient
Final coronary
rerosie <3000 2104 (96.7) | 2080(96.3) | 0.61 | 1981(95.5) | 1958 (95.9) | 0.91 | 0.66
Final TIML 3 flow in| 1257 g3 9y | 1722 (947) | 0.26 | 1468 (96.1) | 1472 (95.6) | 0.49 | 0.22
all treated lesions
ot 92.8 93.2 0.62 94.5 94.6 094 | 0.79
success
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crossover to TR access

crossover to TF access

UA/NSTEMI

crossover to TR access

crossover to TF access
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Primary outcome

Co-primary composite endpoint of all-cause mortality,
MI or stroke

UA/NSTEMI

p for interaction=0.25

MACE

STEMI

Cumulative incidence (%)

15 20
Days since randomization

Number at risk

STEMITFA 2009 1896 1889 1882
STEMITRA 2001 1898 1885 1878
NSTE-ACSTFA 2198 1910 1904 1899
NSTE-ACSTRA 2196 1956 1950 1946

Co-primary composite endpoint of all-cause mortality,
M, stroke, BARC 3 or 5

UA/NSTEMI

p for interaction=0.76

NACE

STEMI

Cumulative incidence (%)

Interaction term: P= 0.76

10 15 20

Days since randomization

Number at risk ./ ~
STEMI TFA 2009 1856 1851 1845 (
STEMI TRA 2001 1877 1865 1857 x
NSTE-ACSTFA 2198 1896 1890 1882 k. /
NSTE-ACSTRA 2196 1941 1930 1926



mortality

MI

Secondary outcomes

Cumulative incidence (%)

Number at risk
STEMI TFA
STEMI TRA
NSTE-ACS TFA
NSTE-ACS TRA

Cumulative incidence (%)

Number at risk
STEMI TFA
STEMI TRA
NSTE-ACS TFA
NSTE-ACS TRA

All-Cause Mortality

nteraction term: P=0.11

10 15 20
Days since randomization

2009 1955 1950 1946
2001 1963 1953 1950
2198 2170 2166 2162
2196 2180 2176 2174

Myocardial Infarction

Interaction term: P= 0.42

10 15 20
Days since randomization

2009 1801 1894 1887
2001 1904 1891 1885
2198 1915 1909 1904
2196 1961 1955 1951

STEMI

UA/NSTEMI

UA/NSTEMI

STEMI

p for interaction=0.11

p for interaction=0.42



Secondary outcomes

Bleeding BARC 3
3 STEMI: 1.9 RAD vs 3 FEM, p=0.022

BARC
3or>5

11 L
_

Cumulative incidence (%)

0 Interaction term: P

UA/NSTEMI: 1.3 RAD vs 1.7 FEM, p=0.26

5 U U U
Days since randomization

Number at risk
STEMI TFA 1909 1907 1902

STEMI TRA 1938 1928 1924
NSTE-ACS TFA 2145 2141 2132
NSTE-ACS TRA 2162 2153 2151

p for interaction=0.54 fi"\a



Secondary outcomes

1 need for vascular surgery
0,9
0,8
07 p=0.0066
0,6
02 ~0.48 : ,
0,4 p= p for interaction=0.13
0,3
0,2
0,1 - - .
0
RADIAL FEMORAL RADIAL FEMORAL
STEMI UA/NSTEMI
blood transfusion
3
~0.019
2,5 ¢

9 p=0.36 . .
l p for interaction=0.39
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RADIAL | FEMORAL RADIAL | FEMORAL
STEMI UA/NSTEMI




Stratified analysis for NACE-STEMI

Femoral P Value for
Composite endpoint: death, Ml or stroke Risk Ratio (95% CI) p Value trend or
access interaction
Centre's annual volume of PCI 0.066*
Low (247-544) 36/677 53/685 0.68 (0.44-1.04)
Intermediate (548-991) 42/723 36/718 1.16(0.74-1.82)
High (1000-1950) 43/601  37/606 1.18 (0.75-1.83)
Centre's proportion of radial PCI 0.0029*
Low (14.9-64.4%) 44/686 28/740 1.73 (1.07-2.78)
Intermediate (65.4-79.0%) 37/719 44/725 0.84 (0.54-1.30)
High (80.0-98.0%) 40/596  54/544 0.66 (0.44-1.00)
Age
275 yr 52/424 51/444 1.07 (0.72-1.59)
<75 yr 69/1577 75/1565 0.91 (0.65-1.27)
Gender
Women 31/449 42/468 0.75(0.47-1.20)
Men 90/1552 84/1541 1.07 (0.79-1.44)
BMI
225 kg/m? 81/1317 78/1341 1.06 (0.77-1.45)
<25 kg/m? 40/684 48/668 0.81 (0.53-1.24)
Intended start or continuation of prasugrel or ticagrelor
75/1358 7171353 1.05 (0.76-1.46)
Mo 46/643 55/656 0.85 (0.57-1.26)
Diabetes
39/371 32/352 1.15 (0.72-1.85)
No 82/1630 94/1657 0.89(0.66-1.19)
Estimated glomerular filtration rate {eGFR)
=60 ml/min 77/1670 84/1692 0.93 (0.68-1.27)
<60 ml/min 37/310 37/298 0.94 (0.59-1.49)
History of peripheral vascular disease
16/106 16/123 1.17 (0.58-2.37)
Mo 105/1895 110/1886 0.95 (0.72-1.24)
Previous UFH
41/952 51/949 0.80(0.53-1.21)
MNo 80/1049 75/1060 1.08 (0.78-1.48)
Planned GPI
19/328 15/284 1.10(0.56-2.18)
102/1673 111/1725 0.94 (0.72-1.24)
Randomization to anti-thrombin type
Bivalirudin 58/1002 60/1010 0.97 (0.68-1.40)
UFH 63,/999 66/999 0.95 (0.67-1.35)




Stratified analysis for NACE-UA/NSTEMI

Radial Femoral p Value for
Compaosite endpoint: death, MI, stroke or BARC 3 or 5 Risk Ratio (95% CI) p Value trend or
access access . N
interaction

Centre's annual volume of PCI 0.95*

Low (247-544) 115/769 134/716 0.77 (0.58-1.02)

Intermediate (548-991) 125/956 147/994 0.87 (0.68-1.12)

High (1000-1950) 28/471  A0/488 0.71(0.43-1.17)
Centre's proportion of radial PCI

Low (14.9-64.4%) 72/730 88/760 0.84 (0.60-1.17)

Intermediate (65.4-79.0%) 93/758 88/727 1.02 (0.75-1.38)

High (80.0-98.0%) 103/708 145/711 0.68 (0.51-0.89)
Age

275 yr 106/644 125/658 0.85 (0.64-1.12)

<75 yr 162/1552 196/1540 0.80 (0.64-1.00)
Gender

Women 73/622 110/693 0.71(0.52-0.98)

Men 195/1574 211/1505 0.87 (0.71-1.07)
BMI

225 kg/m? 173/1485 205/1475 0.82 (0.66-1.02)

<25 kg/m? 95/711 116/723 0.82 (0.61-1.09)
Intended start or continuation of prasugrel or ticagrelor

96/882 123/875 0.75(0.57-1.00)
No 172/1314 198/1323 0.86 (0.69-1.07)
Diabetes
88/588 96/592 0.92 (0.67-1.25)
180/1608 225/1606 0.78 (0.63-0.96)
Estimated glomerular filtration rate (eGFR)
260 ml/min 204/1797 234/1769 0.85 (0.69-1.03)
<60 ml/min 64/390 87/417 0.75(0.53-1.06)
History of peripheral vascular disease
40/235 50/249 0.82(0.53-1.28)
No 228/1961 271/1949 0.82 (0.68-0.99)
Previous UFH
121/796 145/802 0.82 (0.63-1.07)
No 136/800 152/805 0.88(0.69-1.14)
Planned GPI
Yes 17/90 15/87 1.11 (0.51-2.44)
No 231,/2106 288/2111 0.79 (0.65-0.95)
Randomization to anti-thrombin type
Bivalirudin 116/796 140/802 0.82 (0.62-1.07)

UFH 123/800 143/805 0.85 (0.65-1.10) -

o5 1 4
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CONCLUSIONS 9

* The results of this pre-specified sub-analysis of
the MATRIX-Access study suggest that the

overall trial results remain entirely consistent
in patients with NSTE-ACS and STEMI.
* Unselected ACS patients, irrespective of the

type of ACS, undergoing invasive mng should

receive a TR approach.
* In STEMI more than NSTEACS, adequate TR
operator s experience is key to maximaze TR vs

TF benefits.
&



