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Background (1)

Transradial intervention (TRI)
for percutaneous coronary
Intervention has been shown to
be less invasive than
transfemoral intervention (TFI).



Radial versus femoral access in patients with acute coronary D
syndromes undergoing invasive management: a randomised "M==

multicentre trial MATRIX trial
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Summary
Background It is unclear whether radial compared with femoral access improves outcomes in unselected patients
with acute coronary syndromes undergoing invasive management.

Methods We did a randomised, multicentre, superiority trial comparing transradial against transfemoral access in
patients with acute coronary syndrome with or without ST-segment elevation myocardial infarction who were
about to undergo coronary angiography and percutaneous coronary intervention. Patients were randomly allocated
(1:1) to radial or femoral access with a web-based system. The randomisation sequence was computer generated,
blocked, and stratified by use of ticagrelor or prasugrel, type of acute coronary syndrome (ST-segment elevation
myocardial infarction, troponin positive or negative, non-ST-segment elevation acute coronary syndrome), and
anticipated use of immediate percutaneous coronary intervention. Outcome assessors were masked to treatment
allocation. The 30-day coprimary outcomes were major adverse cardiovascular events, defined as death, myocardial
infarction, or stroke, and net adverse clinical events, defined as major adverse cardiovascular events or Bleeding
Academic Research Consortium (BARC) major bleeding unrelated to coronary artery bypass graft surgery.
The analysis was by intention to treat. The two-sided a was prespecified at 0-025. The trial is registered at
ClinicalTrials.gov, number NCT01433627.

Findings We randomly assigned 8404 patients with acute coronary syndrome, with or without ST-segment elevation,
to radial (4197) or femoral (4207) access for coronary angiography and percutaneous coronary intervention.
369 (8.8%) patients with radial access had major adverse cardiovascular events, compared with 429 (10. 3%) patienis
with femoral access (rate ratio [RR] 0.85, 95% CI 0.74-0.99; p=0.0307), non-significant at a of 0.025. 410 (9.8%)
patients with radial access had net adverse clinical events compared with 486 (11.7%) patients with femoral access
(0.83, 95% CI 0.73-0.96; p=0.0092). The difference was driven by BARC major bleeding unrelated to coronary
artery bypass graft surgery (1.6% vs 2.3%, RR 0.67, 95% CI 0.49-0.92; p=0.013) and all-cause mortality (1-6% vs
2.2%, RR0.72, 95% CI 0-53-0.99; p=0.045).

Interpretation In patients with acute coronary syndrome undergoing invasive management, radial as compared
with femoral access reduces net adverse clinical events, through a reduction in major bleeding and all-cause
mortality.




8404 patients randomly assigned

8404 patients
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4197 allocated to radial access

.

TRI:

3 radial access not attempted
1 received fermoral access
2 no complete angiography performed*

4207 allocated to femoral access

4197

-

TFI1:14207

¥
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13 femoral access not attempted
7 received radial access
& no complete angiography performedt

¥

4194 attempted radial access
3951 received radial access
243 failed radial access
241 received femoral access
2 received brachial access

4194 attempted femoral access
4098 received femoral access
96 failed femoral access
95 received radial access
1 received brachial access

14 follow-up information incomplete
13 lost to follow-up before 30 days
1 refused follow-up

16 follow-up information incomplete
10 lost to follow-up before 30 days
6 refused follow-up

h

4183 follow-up information for
coprimary endpoints available up
to 30 days
4117 followed up and alive

66 followed vp and died

h 4

A

4191 follow-vp information for
coprimary endpoints available up
to 30 days
4100 followed up and alive

91 followed up and died

4157 analysed for coprimary endpoints

4207 analysed for coprimary endpoints
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The incidence of all-cause mortality, i-M==T
M1, stroke, or bleeding
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Rate ratio 0-83; 95% Cl 0-73-0-96, p=0-0092

I I | |
15 20 25 30

. Days since randomisation
Number at risk Y

Femoral access 4207 3749 3739 3727 3720
Radial access 4197 3813 3794 3782 3780




Cumulative incidence (%)

All-cause
mortality

Rate ratio 0-72; 95% Cl 0-53-0-99, p=0-0450

Number at risk

Femoral access 4207 4146
Radial access 4197 4155

Bleeding

Cumulative incidence (%)

T | |
20 25 30

Rate ratio 0-67; 95% Cl 0-49-0-92, p=0-0128

Number at risk
Femoral access 4207
Radial access 4197

T T T T 1
10 15 20 25 30

Days since randomisation

4051 4046 4034
4095 4080 4074
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We previously reported the safety
and effectiveness of transradial
Iliac artery stenting from a small-
Sized single center cohort.

Cardiovascular Intervention and Therapeutics
https:/doi.org 512928-017-0506-5

Vascular and Endovascular Surgery
.. 2014, Vol 48(1) 51-54
Initial Results of Tran © The Author(y 2013
eprints and permission
sagepub.com/journalsPermissions.nav
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Slender transradial iliac artery stenting using a 4.5 French guiding
sheath

Norihiko Shinozaki' - Takashi Minowa? - Tsutomu Murakami' - Yohei Ohno’ - Masataka Nakano' - Toshiharu Fujii' -
Gaku Nakazawa' - Fuminobu Yoshimachi® - Yuji lkari'

Norihiko Shinozaki, MD, PhD'. Nobuhiko Ogata, MD, PhD'. and
Yuji lkari, MD, PhD'

Abstract

Aims: lliac artery stenting is commonly performed via the ipsilateral or contralateral femoral artery. However, transradial
intervention is less invasive than the transfemoral approach. We evaluated initial results of transradial iliac artery stenting.
Methods and Results: We implanted stents in 32 iliac arteries of 30 patients via the radial artery. Transradial intervention
was attempted at the discretion of the operator. Clinical data were analyzed retrospectively. Patients were excluded using a
scheduled bidirectional approach. Twenty-one patients were male. In all, 8, 20, 16, and 9 patients had diabetes mellitus,
hypertension, dyslipidemia, and smoking habit, respectively. In all, 30 lesions were stenosed and only 2 were occluded.
A total of 39 stents were inserted, of which 36 were E-Luminexx stents and the other 3 were SMART control stents. All
lesions were successfully treated with a good final angiographic result via a 6F radial access system. Ankle brachial index
significantly improved from 0.68 + 0.13 to 0.92 + 0.15 (P < .01). Hospital stay was 2.09 + [.I12 days. None of the patients
had any procedural or access site-related complications (hematoma, major bleeding, blood transfusion, stroke, cholesterol
embolism, aortic dissection, or arterial perforation). Conclusions: Transradial iliac artery stenting is a feasible and safe
alternative in carefully selected patients.

reported safety and useful F transradial
was a major limitation of this procedure. We analy:
Fr guiding sheath to prevent radial artery occlusion. We performed transradial iliac artery 4
y. using a 4.5 Fr sheath incorporating a shaft length of 110 cm. for 34 lesions in 29 patients. Transradial inter-
was attempted at the - f the operator. C =ly. Cases with scheduled
ctional approach were excluded. Twen atients male. Diabetes

using a total of 40 stents incorporating a i stem. Ank al i (ABI) significantly improved from
0,68 +0.15t00.99 +0.17 ( 2 te-related complications

revascularizations were reported. Slender transradia
less invasive, and shows no incidence of radi
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Systematic Review and Meta-analysis SSACE IS

Max M. Meertens, BM'2¥ , Eugene Ng, MBBS"4*,
Stanley E. K. Loh, MRCS, FRCS'®, Miny Samuel, PhD'*,
Barend M. E. Mees, MD, PhD??,

and Andrew M. T. L. Choong, FRCS, FEBVS (Hons)""®

Table I. Patient Characteristics and Quality Assessment.

Lesion
First Author N Men, % BMI,* kg/m? Fontaine Rutherford Location Occlusion, %

Trani 2009% 12 NR NR 8:2b NR SFA NR
4:3
Staniloae 2010 63 NR 2.9° CIA, EIA 27
Cortese 2012% NR 13:2/3 1A 25
8: 4/5
Roy 2016% NR 23:2,21:3,7:  AB,CFA IA, 41
4,3:5 SFA, PopA
Lorenzoni 201 [* NR NR EIA, CIA, CFA, 25
SFA, PopA
Cortese 2014% 121: 24, 28: CIA, EIA NR
5/6
—— NR SFA 22
Shinozaki 2014 a1, NR 1A NR

Coscas 20158 NR CFA, IA, SFA, NR
PopA
Ruzsa 2016’ :2b, NR EIA, CFA, CIA NR

Flachskampf 2005* NR CIA 33
Staniloae 2006°" NR CIA NR
Watanabe 20077 ANIVEE NR EIA, CIA NR
Sanghvi 20087 NR IA, SFA NR
Trani 2010% NR SFA NR
Pitta 2011% NR CIA NR
Antov 2013% 03,3 CIA, SFA 77

—— NR CIA NR
Shinozaki 2016 NR EIA
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Procedure success

Transradial Transfemoral Odds Ratio Odds Ratio
Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Cortese 2012 Mot estimahle
Staniloae 2010 41 100.0% 5.00[0.48, 50.83]
Trani 2009 / Mot estimable

Total (95% CI) 60 100.0% 5.00 [0.49, 50.83]
Total events 3
Heterogeneity. Not applicable

Test for overall effect; Z = 1.36 (P = 0.17 0.01 0.1 10 100

Transradial Transfemoral

Complications outcomes

Transradial Transfemoral Odds Ratio Odds Ratio
Study or Subgroup  Events Total Events Total M-H, Random, 95% CI M~-H, Random, 95% CI
Cortese 2012 21 21 15.9% 0.18 [0.01, 4.02]
Roy 2016 : 54 - 124 67.2% 0.28 [0.06, 1.28]
Staniloae 2010 27 41 16.9% 0.20[0.01, 4.03]
Trani 2008 2 12 Mot estimable

Total (95% CI) 114 208 100.0% 0.25 [0.07, 0.86]
Tuotal ewents 2 21

Heterogeneity. Tau? = 0.00; Chi? = 0.09, df = 2 (P = 0.96); | = 0%

Test for owerall effect; £ = 2.21 (P = 0.03)

Transradial Transfemoral
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Background (3)

To date, large-scaled
multicenter studies that address
this 1ssue are lacking.
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Objective

We evaluated the safety and efficacy of

transradial iliac artery stenting from a

multicenter database In Japan.

Asama General
Fukuoka Wajiro Hospital

Hospital

Osaka General
Medical Center

Kumamoto Rosal
Hospital Tokal University

Hospital




Methods

Transradial iliac artery stenting was
performed in 115 lesions of 105 patients
from Jan. 2011 to Sept. 2017.

Approach site was determined at the
discretion of the operator.

Cases with scheduled multiple sheath
Insertion for bidirectional approach were
excluded.

Clinical data were analyzed retrospectively.
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Baseline Patient Characteristics

Number of cases, n 105
Number of lesions, n 115
Age, mean + SD, years old 71.1+8.3
Male, n (%) 86 (81.9)
Height, mean + SD, cm 160.5+7.8
Body weight, mean + SD, kg 59.4 £ 10.1
Rutherford 1/ 11/ 1H1/1V/V,n (%) 40 (34.8) /42 (36.5) /28 (24.3)/3(2.6) /2 (1.7)
Ankle-Brachial index, mean + SD 0.65+0.17
Diabetes mellitus, n (%0) 39 (37.1)
Hypertension, n (%) 84 (80.0)
Dyslipidemia, n (%) 69 (65.7)
Smoking history, n (%) 78 (74.3)
Hemodialysis, n (%6) 3(2.9
History of PCI or CABG, n (%) 26 (24.8)
History of stroke, n (%) 14 (13.3)
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Procedure Characteristics

TASC-Il classA/B/C/D,n (%) 74(64.3)/21(18.3)/15(13.0)/5 (4.3)
Chronic total occlusion, n (%0) 27 (23.5)

In-stent restenosis, n (%0) 4 (3.4)

Left radial artery approach, n (%) 90 (85.7)

The diameter of sheath, Fr 5.0£0.6

The length of sheath, mm 109.0 £ 6.9

Simultaneous CAG, n (%) 48 (45.7)



Initial Results

Procedure success, n (%0)

Additional femoral artery puncture, n (%)
IVUS usage, n (%)

Procedure time, mean + SD, min
Fluoroscopic time, mean + SD, min

Contrast medium volume, mean £ SD, ml
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100 (100)
4 (3.8)
103 (89.6)
57.4 + 25.2
22.2 +13.7

78.2 +52.9




ABI Changes iZMEZT

S

0.95 x£ 0.15
0.65 = 0.17

Pre-stent Post-stent




Complications

0 complication!

There were no target lesion
revascularization and none of
the patients had any procedural
or access site-related
complications at 1-month.
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Conclusion

Transradial iliac artery stenting IS
safe and feasible without any
specific complications for carefully
selected patients compared to
traditional transfemoral approach.



