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access was included in the European ESC Guidelines for the management of acute myocardial infarction in

patients presenting with ST-segment elevation. This came on the back of the RIVAL (2011) and RIFLE
STEACS (2012) trials which showed a reduction in major bleeding events when radial access was used in

patients with acute coronary syndrome (ACS).

The 2015 publication of ESC Guidelines for the management of ACS in patients presenting without
persistent ST-segment elevation indicated a Class | recommendation for radial access. Based on the results
of a meta-analysis which included the MATRIX trial (2015) and other evidence, radial access became

recommended for non-STEMI ACS cases.

®1CS/1CSVS Guideline on Revascularization of

®ESC Guidelines forthe management of acute Stable Coronary Artery Disease(2018)—Class |/ A

myocardial infarction in patients presenting with

ST-segment elevation(2012)—Class I/ B ®ESC Guidelines forthe diagnosis and

management of chronic coronary syndromes2019)—
Clas|/B

®ESC Guidelines forthe management of acute
coronary syndromes in patients presenting without
persistent 5T-segment elevation}(2015)—Class |/ A

@ ACCR/AHA/SCAl Guideline for Percutaneous Coronary Intervention(2011)—Class lla / A
PC @®ESC/EACTS Guidelines on myocardial revasculanzation(2018)—Class| / A
@ ACC/AHA/SCAlL Guideline for Coronary Artery Revasculanzation(2021)—Class 1/ A

Radial access was later given a Class | indication in Japan too, and then in 2021, the ACC/AHA/SCAI
Guidelines for Coronary Artery Revascularization gave radial access a Class I/Level A indication for reducing

the risk of access-site complications and bleeding, both in ACS patients and in SIHD patients.
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Recent research trends in radial access
As radial access becomes widely adopted as the preferred approach, recent
research is shifting focus to radial artery occlusion (RAO), a complication RAO

specific to radial access. For patients who undergo multiple angiography and Radial artery occlusion

PCl procedures, RAO can limit their radial access options. Recent studies
explore how to reduce the risk of RAO with a focus on hemostasis techniques, and in particular “patent
hemostasis”: hemostasis without occlusion of blood vessels (see table below). Recommendation in the
global consensus paper published in 2019 included methods for hemostasis and using the smallest

possible diameter stent. © It is clear that reducing RAQ is a popular trend in radial access research.

Title Year Compared hemostasis method
PROPHET . Pressure application confirming radial artery
study’ 2008 Conventional pressure Vs patency using Barbeau's test
PRgEg:J I 2016 Standard patent hemostasis protocol  vs Propif:]ylaa dc(’jliii(I)pnsL{lgtg;letriltnﬁer!;%r;lﬁ.;55|on
RACOMAP 2009 Compression with TR Band guided by vs Standard compression procedure
trial® the mean artery pressure (MAP) (15 ¢cm?3 of air in TR Band)
Compression with 13 cc of air Compression with 10 cc of air
4
CRASOCI 2012 into TR Band for 4 hours v into TR Band for 4 hours
CRASOC II* 2017 Compression with 10 cc of air Vs Compression with 10 cc of air
for 3 hours for 2 hours
Compression with 10 cc of air Compression with 10 cc of air
4
CRASOCII 2017 for 2 hours ve for 1.5 hours
e 2018 Manual compression Vs P (et
Trial® P with mechanical compression device

Best Practices for the Prevention of Radial Artery Occlusion
International Consensus Paper(2019)¢
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In addition to reducing the risk of RAO, another trend seen in

radial access research is in proving the effectiveness of radial

CO m p I eX PC | access in complex PCl cases, with the COLOR trial (2021) being
the most recent. The COLOR trial compared the incidence of

major bleeding and vascular complications in complex PCl

(chronic total occlusion, left main, heavy calcification, complex bifurcation), at the access site at time of
hospital discharge, when using a 7Fr Glidesheath Slender for TRA and a 7Fr sheath for TFR. The results

showed a significant lower incidence of BARC 2,3, or 5 bleeding and vascular complications in TRA. /

The COLOR (Complex Large-Bore Radial Percutaneous Coronary Intervention) trial”

BARC 2, 3, or 5
H Bleeding or Vascular
388 patlents Complication
Re1uirin Intervention
o

the Randomized
l Iv Access Site
7Fr-Transfemoral 7Fr-Transradial
(TFA)PCI (TRA)PCI 10 P<0.001
Pr;a:::l;rsaw Crossover Rate
P=029 P=056
100 4 - o ‘ :
20 | .
CTO —

80

Heavy calcification 60

Event Frequency (%)

Event Frequency (%)
Event Frequency (%)

Left main 19.1% s 86% 89%
Complex Bifcation : 20 2 26%  36%
3.6% 4
0 0 0
7-F 7-F 7-F 7-F 7-F 7-F
TFA TRA TFA TRA TFA TRA

Other evidence includes the results of a meta-analysis of seven randomized clinical trials, including COLOR
and MATRIX, announced at ESC2022. Prompted by the fact that not all previous studies had shown the
impact of radial access on mortality rates, the analysis verified radial access as reducing mortality, with

radial access results showing a reduction in 30-days mortality and major bleeding events. ®

Going forward, we expect to see continued research into the clinical efficacy of choosing radial access for

complex lesion PCI.
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Terumo's commitment to the advancement of radial access

While radial access has made much progress in the area of global guidelines, and as a subject for research,
in clinical practice there is still room for advancement. At Terumo, we will continue to ensure that radial
access, shown to produce better patient outcomes compared to femoral, will be performed safely, and
expanded to more cases. We will also provide evidence-based information to enable our Glidesheath
Slender, designed to provide easier radial access even in the smallest of arteries, to be applied in the
treatment of complex lesions. To increase the rate of patent hemostasis and reduce RAOQ, it is crucial that
clinical evidence and information on patent hemostasis techniques and methods are made more easily
available. As the manufacturer of the TR Band, we will continue to provide training to those involved in
hemostatic management, and explore hemostatic protocol options that reduce the burden for patients

and healthcare professionals.

Related Products

Glidesheath Slender TR Band

Hydrophilic Coated Sheath Radial Artery Compression Device

AN

The proprietary thin-wall technology and
Terumo Mcoat™ hydrophilic coating

“‘“‘“\\ .

Transparent structure designed for visual control
and selective compression of the radial artery

~\
Spo!(ompu‘sswn\\\\ — ¢
e NG e,
compression o 4 s

~Decrease of pain
direction
/ for spot compression

Puncture site ‘ §

cross-section of wrist with TR Band
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tis.terumo.com Customer Support
https://tis.terumo.com/featured/radialedge https://tis.terumo.com/form/contact/radialedge
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