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warnings, precautions, potential complications, and instructions for
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Procedural and Economic Advantages

What are Femoral Access Challenges?
When Radial Access is Considered
Paradigm Shift in Treatment of Peripheral Arterial Disease
R2P Procedural Advantages
Reimbursement

BACK
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What are the Femoral Access Challenges?

Femoral approach compromised for
peripheral procedures

Fem-Fem Bypass

Flush/proximal occlusion
Tortuous/Calcitied lliac

Previously deployed Grafts/Stents

How has your physician tackled these
patients previously?

T ERUMO Liswssmonas PM-05551

Significant iliac tortuosity
and calcification

R2P

Totally occluded left iliac,
limited access to right femoral

Previous abdominal
aortic (AAA) graft

A different approach can support
your patient challenges



When Radial Access is Considered

Consider the clinical advantages of
choosing radial to peripheral intervention®

TO OVETCome Complex Or Cha”enging Lower risk access site for antegrade
anato my interventions

Can address both lower extremities 5 /..--"*'J i!'
from a single access point*

Proven preference for transradial

To mitigate or reduce access site access versus alternative ’
|

non-femoral access sites

complications By
Achieve procedural / f ‘] |
. . successwi.th robust S g ] L\
To increase procedural and operational csepamigsrrt gl Konerkad !\
efficiencies Al Wlweitl

Robust case planning & appropriate i/
patient selection is essential to increase e

distal SFA from |

procedural success Micselsereiugh

y: The MOR.T.AL d

Radial access can offer an alternative solution for treating Peripheral disease
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A wide
selection of
longer
length
devices are
available

ﬁRUMD Evetems PM-05551

Access
products
employ
Slender
technology

Paradigm Shift in
approaching
PAD/CLI

R2P MISAGO® RX
Self-expanding
Peripheral Stent used
in conjunction with
other long shaft
Terumo devices
enables physicians to
complete the
procedure from radial
access®

Paradigm Shift in Treatment of Peripheral Arterial Disease

Up to 6Fr
compatibility
for
therapeutic
delivery

BACK
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Presenter
Presentation Notes
Major societies (SCAI and ACC) adopting radial access as preferred access site



R2P Procedural Advantages

+ Optimize entry site management with
Slender Technology

+ Enables the potential for early
ambulation with radial access, improved
patient comfort, and patient satisfaction

+ Early ambulation provides potential cost
reduction and economic benefit
through various avenues. ”

+ These avenues include expediting room
turnover and increased throughput both

through the procedural area and same
day recovery unit.”

T ERUMO Liswssmonas PM-05551

7.)Patel T,Shah S, Pancholy S. Utility of Transradial Approach for Peripheral Vascular
Interventions. Cath Lab Digest 2015 Vol 23, Issue 8




Reimbursement Codes (HCPCS Codes)

GLIDESHEATH SLENDER
C1887: Guiding Catheter

R2P DESTINATION SLENDER
C1887: Guiding Catheter

R2P SLENGUIDE
C1887: Guiding Catheter

R2P GLIDEWIRE
C1769: Guidewire

NAVICROSS
C1887: Guiding Catheter

GLIDECATH
C1887: Guiding Catheter

R2P METACROSS RX
C1725: Catheter, Transluminal Angioplasty, Non-Laser

R2P CROSSTELLA RX
C1725: Catheter, Transluminal Angioplasty, Non-Laser

R2P MISAGO
C1876: Stent, Non-coated/Non-covered with Delivery System

TR BAND

None; Does not fall into the “"Pass Through” Categories of Devices

T ERUMO Lismsmona PM-05551

C-Code Disclaimer - Health economic and reimbursement
information provided by Terumo Medical is gathered from
third party sources and is subject to change without notice as a
result of complex and frequently changing laws, regulations,
rules and policies. This information is presented for full
illustrative purposes only and does not constitute
reimbursement or legal advice. Terumo Medical encourages
providers to submit accurate and appropriate claims for
services. Itis always the provider's responsibility to determine
medical necessity, the proper site for delivery of any services
and to submit appropriate codes, charges, and modifiers for
services that are rendered. Terumo Medical recommends that
you consult with your payers, reimbursement specialists and/or
legal counsel regarding coding, coverage and reimbursement
matters. Terumo Medical does not promote the use of its
products outside their FDA cleared or approved label.



Product Overview

Product Description
Features and Benefits
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Product Description:
Glidesheath Slender

Hydrophilic Coated Introducer Sheath

Indication: GLIDESHEATH SLENDER is indicated to
facilitate placing a catheter through the skin into the
radial artery.

* //0Frsize

* 10 cm and 16 cm length

» Proprietary thin-wall technology and hydrophilic
coating facilitate ease of insertion and removal
during peripheral procedures

Features nd Benefits:

Terumo Glide Technology hydrophilic coating enables 3 Ultra thin-wall technology
1 easy insertion and removal

Perform diagnostic and interventional - -
2 procedures without the need to switch to a 4 Low 7pr ofile sheath to reduce arteriotomy
larger sheath Size
BACK
ﬁﬂumn INTERVENTIONAL PM-05551 1) Rao S, Bernat |, Bertrand O. Remaining challenges and opportunities for improvement in

percutaneous transradial coronary procedures. Euro Heart J. 2012;33(20):2521-2526.



Product Description:

R Destination Slender

Guiding Sheath

Indication. R2P DESTINATION Slender is intended to be
used for the introduction of interventional and
diagnostic devices in the lower extremities of the
peripheral vasculature through and access site,
including but not limited to the radial artery.

* 06 Frsize

* 19 cm and 149 cm length

«  Full hydrophilic coating allows for smooth
transition within the radial artery and Slender
Technology provides optimal performance
during peripheral procedures

Features and Benefits:

: : : Enables smaller arterial access while
:I_ Unigue thin wall design 3 maintaining 6Fr compatibility

) Provides a conduit for lower extremity 4 Designed to reduce potential for arterial
interventions from a radial approach spasm during introduction and removal’
BACK
ﬁnumn INTERVENTIONAL PM-05551 1) Rao S, Bernat |, Bertrand O. Remaining challenges and opportunities for improvement in

percutaneous transradial coronary procedures. Euro Heart J. 2012;33(20):2521-2526.



Product Description:
R SlenGuide

Guiding Catheter

Indication: The R2P (radial to peripheral) SlenGuide is
designed for the introduction of interventional and
diagnostic devices into the peripheral vasculature of the
lower extremities.

e /[ Frsize

* 120 cm and 150 cm lengths

*  Guiding catheter with distal hydrophilic coating
and Slender Technology for optimal performance
during peripheral procedures

Features ahd Benefits:

Unique thin wall design 3 Provides a conduit for lower extremity
1 interventions from a radial approach

D Enables smaller arterial access while 4 Designed to reduce potential for arterial
maintaining 6Fr compatibility spasm during introduction and removal’
BACK
ﬁRUMD INTERVENTIONAL PM-05551 1) Rao S, Bernat |, Bertrand O. Remaining challenges and opportunities for improvement in

percutaneous transradial coronary procedures. Euro Heart J. 2012;33(20):2521-2526.



Product Description:
Glidewire

Hydrophilic Coated Guidewire

Indication: GLIDEWIRE Hydrophilic Coated Guidewires
are designed to direct a catheter to the designed
anatomical location during diagnostic or interventional
procedures

« Straight, Angled, 1.5 mm and 3 mm JTip
* 350 cm, 400 cm and 450 cm lengths

* Includes multiple procedural options in shaft
stiffness, tip shapes and wire configurations for
easier vessel navigation

Features and Benefits:

1 Terumo Glide Technology hydrophilic coating 3 High durability with Kink resistance and

shape preservation as well as flexibility for
easy artery navigation.

Excellent bility and trackabilit . .
2 C%g?[e%%l%ofggo,%ls)é,g@ve[[rgg gnf‘?g%cfgg 4 Excellent pushability for lesion access and

trackabllity through tortuous anatomy. notable torquability for procedure control

BACK
“"TERUMO Sismsmona PM-05551



Product Description:
Glidecath

Hydrophilic Coated Catheter

Indication: GLIDECATH is intended for use in
angiographic procedures. It delivers radiopaque media
and therapeutic agents to selected sites in the vascular
system. It is also used to lead a guide wire or a catheter
into the target site.

e 4Frsize

* 150 cm length

« Offers excellent pushability and torque control
with multiple tip shapes for selectivity and access
to the peripheral vasculature

Features and Benefits:

] Provides excellent trackability and torque control® 3 Multiple tip shapes offered; Straight, Angle,

PV Multicurve, Pigtail, Cobra 2, JR 4.0 & IMA

) Designed for optimal vessel selectivity and Double braided stainless steel for increased
access to peripheral vasculature 4 pushability

BACK
“"TERUMO Sismsmona PM-05551
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Product Description:
Navicross

Support Catheters

Indication: NAVICROSS is intended to guide and
support a guide wire during access of the vasculature,
allow for wire exchanges and provide a conduit for the
delivery of saline or diagnostic contrast agents.

« Straight, Angled

* 135cm and 150cm lengths

» Double tapered tip provides the smallest crossing
profile, giving a near seamless catheter-to-
guidewire transition to aid in crossing simple or
complex lesions in the peripheral vasculature

Features and Benefits:

1 Best-in-class pushability” 3 Double- braided stainless steel and three

uniquely spaced radiopaque markers

p Double tapered tip provides the smallest / Excellent wire-to-catheter transition
crossing profile enhancing crossing profile

BACK
“"TERUMO Sismsmona PM-05551
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Product Description:
Rei? Metacross RX

PTA Balloon Dilatation Catheter

Indication: The R2P METACROSS RX PTA balloon
dilatation catheter is intended to dilate stenosis in the
iliac, femoral, ilio-femoral, popliteal, infra-popliteal and
renal arteries, and for the treatment of obstructive

7 lesions of native or synthetic arteriovenous dialysis
fistulae. This device is also indicated for stent post-
dilatation in the peripheral vasculature.

* 3-8 mm diameter x 20-200 mm length
« 200 cm shaft length
/' * The longest radial to peripheral capability and
- Rapid Exchange (RX) technology are designed to
mitigate excessive device management and use
of contrast media during a peripheral procedure

Features and Benefits:

1 Tapered core wire from distal tube tip to proximal 3 Designed to mitigate excessive device
end of catheter management during procedures. ¢

Unigue _techno_[ogg stands apart from
2 competition with the longest radial access to 4
peripheral capability.

Designed to mitigate amount of contrast
media that may be used during the
procedure. ¢
BACK

T ERUMO Lisnsymona PM-05551 2) Data on file



Product Description:
Re CrosstellaRX

Indication: The R2P CROSSTELLA RX PTA balloon
dilatation catheter is intended to dilate stenosis in the
iliac, femoral, ilio-femoral, popliteal, infra-popliteal and

/ renal arteries, and for the treatment of obstructive
lesions of native or synthetic arteriovenous dialysis
fistulae. This device is also indicated for stent post-
dilatation in the peripheral vasculature.

* 2-6 mm diameter x 40-200 mm length
/ « 200 cm shaft length
. * The longest 0.018" Rapid Exchange (RX) PTA

7 Balloon designed for use in radial to peripheral
procedures

Features and Benefits:

RX system is designed for ease of use by increasing 3 Engineered to provide best-in-class
]_ procedural efficiency and reducing fluoroscopy time. pushability to help in crossing the lesion. ¢

CROSSTELLA RX PTA Balloon Dilatation ot
2 Catheter provides the lowest deflation time 4 CROSSTELLA RX PTA Balloon Dilatation Catheter
results when tested against a competitor. © provides €XC2€[[€/’IT crossabllity when tested against
competitor.

BACK
T ERUMO Lismsmona PM-05551

2.) Data on file.



Product Description:
Re? Misago

RX Self-expanding Peripheral Stent

Features and Benefits:

1 Nitinol construction with a direct link design.

2 Rapid Exchange (RX) or "monorail”
delivery system is designed for ease of use
by increasing procedural efficiency and
reducing fluoroscopy time. ©

“TERUMO SEm o

Indication: The MISAGO RX self-expanding Peripheral
Stentis indicated to improve luminal diameter in
symptomatic patients with de novo or restenotic native
lésions or occlusions of the superficial femoral artery
and/or proximal popliteal artery with reference vessel
diameters ranging from 4mm to 7/mm and lesion length
up to 150mm

RX ONLY. Refer to the product labels and package insert
for complete warnings, precautions, potential
complications, and instructions for use.

*  6Fr sheath compatibility, 6-8 mm diameter x 40-
150 mm length

« 200 cm shaft length with 6 gold reference
markers

« Rapid Exchange design offers you optimized
control and handling.

Minimizes jumping, recolil or foreshortening-
3 with a simplified thumbwheel system that allows
for single operator deployment. ©

The continuous spine-free stent (s designed to
4 promote optimal blood flow and eliminate
high-strain stress zones that can lead to
fracture. © BACK

PM-05551
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Product Description:
TR Band

Radial Compression Device

Indication: TR Band is a compression device to assist
hemostasis of the radial artery after a transradial
procedure.

* Reqgular 24 cm and Long 29 cm

» The #1 preferred radial hemostasis device > on
the market provides a more precise way of
applying pressure to the radial artery

Features and Benefits:

1 Precise compression to achieve radial hemostasis 3 Dual balloon technology provides precise

compression of the radial artery without
compromising local nerve structure?

) Alr titration provides a more precise way 4 Hemostasis achieved at low pressures,
of applying pressure to the radial artery minimizing the chances of applying

occlusive force BACK

3.) Ono K. Experience of the TR BAND for the Diagnostic Catheter Procedure. Yuri Union General Hospital in Akita Pref,,
: September 2004
4—_ERU MDD S&58o PM-0555T 4.) Pancholy S. Impact of Two Different Hemostatic Devices on Radial Artery Outcomes after Transradial Catheterization Journal
of Invasive Cardiology, Vol 21, No. 3,March 2009
5) Data on file
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“TERUMO

S0 1060
Si-1000

& 1080
&0-1680
&0-1070
1670
0 LGS
& 1075

GRISIE
GR3S41

BEI“. Radial to Paripheral ORDERING FORM

GLIDESHEATH SI.ENIJER'ztnphiLcMH
Introducer Sheath Nitinal

t(5 per box)
6Fr. 10 cm. 021" OW
7Fr. 10 om, 0.021° GW

GLIDESHEATH SLENDERE Hy drophilic Coatad
Introducar Shaath Accass Kit (5 par bax)

EFr. 10 om, 0,021 aW
6Fr. 16 cm, 0021 GW
FFc 10 om, 00217 W
7 Fe 16 cm. 0.0217GW
& Fr. 10 om, D025 GW
7 Fr 10 om. D025 GW

GLIDESHEATH SLEMDER" Hy drophilic Coated
Introducer Sheath Stainiess Steal Kit (5 per bex)

80-1080 6Fr, 10 om, 0.021° GW
B0-1660 6Fr. 16 e 00217 BW
81070 7Fe W om, 0021 GW
80-1670 7Fi 16 . 00217 GW
80-1085 6 Fr. 10 cm. 026" B
80-1075 72, 10 cm, 025" BW
RZP™ DESTIMATION SLENDER™ Guiding Sheath
{1 per box)

GS-RESTLCIZW 118m. 6 Fr, Sraight
G5RESTICISW 143 m. & Fr, Straight

RZP™ SLENGUIDE™ Guiding Catheter (1 per box)
WE-S75TILIIA 130cm 7 Fr, Straight
WG-S7STILS3A 150¢m 7 Fr, Saraight

GLIDEWIRE" Hydrephilic Coated Guidewire (5 per bex)

Steadard, 0.035°. 350 cm Seraight
Stamdard, 0.0357, 400 om, Seralght
Stwaderd, 0.035°. 450 cm Straight
Standard, 0.0357, 350 om, 457 Angle
Stasdard, 0.035. 400 cm, 457 Angle
Standard, 0.035°, 450 om, 45° Angle
Standard. 0.035". 350 om 1.5 men I Tip
Seanard, 00357 400 om, 1.5 mm ) Tis
Standard, 0.035 450 cm. 1.5 mm I Tip

AMT  PRODUCT CODE DESCRIFTION AMT FRODUCT CODE DESCRIFTION

GLIDEWIRE® Hydrophilic Costed Guidewire [S per bax)

GR3IS34
GRI53
GR3S4S
G53536
G53541
G53545
G53535
G53540
GS3I543
G53533
G53539
G53544

Standard, 035", 350 om, 3mm) Tip
Stardard Q035" 400 em, Jmm | Tip
Standard, 035", 450 om, 3mm ] Tip
SHFF.Q035F. 350 cm Sreight

Stiff Q035" 400 cm, Strotght
SHFLQO3S. 450 em Straight

S4iff. 0035, 350 cm, 457 Aagle
SHFELO035. 400cm 457 Aagle
SHiff 0035 450cm, 45° Angle
SHM.O035, 350¢m, 1.5 mn ] Tip
Saiff, QO3S 400.cm. LS mm i Tip
SHifY, 0035, 450 €m, 15 mm 1 Tip

GLIDECATH" Hydraphilic Coated Catheter (5 par bex)

CE430
CE431
C5433
CE433
CG434
CG435
CG43s

150 e 4 Fr. PV Muilticuve
150 cm. 4 Fr, Straight

150 cm, & Fr, Anghe

150 cm. 4 Fr, Pigeail

150 cm, & Fr, Cobea 2
150cm. 4 Fr. J8 40
150cm. 4Fr. A

NAYICROSS" Suppost Catheter (1 per box)

RC35130
RO35131
RC35150
HC35151

Straight Tip, DU35" x 136 cm
Anghe Tip. D035 1 135¢m
Straight Tip, 0035 x 150 cm
Angle Tip. 0035 2 150¢m

RZP™ METACROSS™ RX PTA Balloon Dilatation Catheter

(1 par bax}

BO-FI0020CR
BO-FID04DER
BO-P300GOER
BO-FI00BOER
BO-F30L00ER
BO-F3D1208R
BO-F301506R
BO-F30200ER

200 om. & Fr. 3 mmax 20 me
200 e 6 Fr. 3 mmo 40 mes
200 cm. & Fr, 3 mem 50 me
200 emy 6 Fr. 3 memx B0 mem
300 om, & Fr, 3mmx 100 mm
200 emy 6 Fr, 3 memy 130 mem
200 om. & Fr. 3 mmx 150 mm
200 om, 6 Fi. 3 mima 200 e

“TERUMO

FITERVEMTIOMAL
EYSTEMS

INTERNVERMTIONAL
SYSTEMES

PM-05551

Ordering Information Form and Brochure

R22

MAXIMIZE

RADIAL SOLUTIONS
TO PERIPHERAL
CHALLENGES
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https://tisintranet.terumomedical.com/content/dam/terumopublic/Procedural-Resources/R2P/R2P-Ordering-Form.pdf
https://tisintranet.terumomedical.com/content/dam/terumopublic/Procedural-Resources/R2P/R2P-Portfolio-Brochure.pdf

510(k) Clearance Letters & R2P MISAGO PMA Letter

Glidecath

Glidesheath Slender R2P Destination Slender ReP SlenGuide

Hydrophilic Coated Introducer Sheath

K173831

Navicross’
Support Catheters

ewanass
ooauz

K110540

INTERNVERMTIONAL
SYSTEMES

“TERUM

Guiding Sheath

£ @isrewsome

K193125

Ra]? Metacross RX

PTA Balloon Dilatation Catheter

K163479

Guiding Catheter

4 DRPARTMENT 07 HEALTH & S SRVICES

K161546

RejP Crosstella RX

PTA Balloon Dilatation Catheter

¢ ”mmmwim‘m p—

K152873

PM-05551

Glidewire
Hydrophilic Coated Guidewire

Hydrophilic Coated Catheter

K152740 K090040

TR Band

Radial Compression Device

Re]? Misago

RX Self-expanding Peripheral Stent

P140002/5002 K152525

BACK



Instructions for use

Guiding Sheath

Glidesheath Slender R2P Destination Slender ReP SlenGuide

Hydrophilic Coated Introducer Sheath

Guiding Catheter

Glidewire
Hydrophilic Coated Guidewire

Glidecath

Hydrophilic Coated Catheter

woner GLIDEWIRE oress GLIDEWIRE

Navicross’
Support Catheters

4 -+ [N

“TERUMO S5

‘MnSTAMOHeH BanGHGTETLD
MraTa S GanoH-caTerep AR UTA
Balonski dilatacijski kateter za PTA /

PTA Balloon Dilatation Catheter

/ Clo

ReR Metacross RX

PTA Balloon Dilatation Catheter
Cathiter de dilatation 3 ballonnet pour PTA
PTA-Ballondilatationskatheter

PTA ballon-dilatationskateter
PTA ballongdilatasjonskateter
PTA pallolazjennuskatetri

 PTA Tagits Ballonkatéter
Bal dilataéni katég pro PTA
PTA balonikovy dilatacny katéter
PTA Balon Dilatasyon Kateteri
PTA balloondilatatsiooni kateeter
PTA dilaticijas balonkatetrs

“TERUMO

‘Sepierbe, 221

ReP Metacross'RX  Rep CrosstellaRX

PTA Balloon Dilatation Catheter

RepP Crosstella RX

PTA Balloon Dilatation Catheter

/

~“TERUMO

[

R2] Misago

RX Self-expanding Peripheral Stent

2017-05

“TERUMO

Misago

RX Self-expanding Peripheral Stent

Instructions For Use
CAUTION

Federal law restricts this device to sale by or
on the order of a Physician

Read These Instructions Before Use

CONTENTS
DESCRIPTION

INDICATIONS

CONTRAINDICATIONS.

TRANSRADIAL DELIVERY CONTRAINDICATIONS
WARNINGS

PRECAUTIONS

PRECAUTION FOR STORAGE

MRI SAFETY INFORMATION

POTENTIAL ADVERSE EVENTS

SUMMARY OF CLINICAL STUDIES

DIRECTIONS FOR USE

SYMBOLS USED ON LABELING

PM-05551

TR Band

Radial Compression Device

R

i
e
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3 e |
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y
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https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/product-assets/glidesheath-slender/Glidesheath-Slender-IFU.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/procedural/r2p/R2P-DESTINATION-SLENDER-IFU.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/procedural/r2p/R2P-Slenguide-IFU.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/procedural/r2p/glidewire-r2p-ifu.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/procedural/r2p/glidewire-r2p-ifu.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/product-assets/glidecath/glidecath-4fr-5fr-ifu.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/product-assets/tr-band/TR-Band-IFU.pdf
https://www.terumois.com/content/dam/terumopublic/Procedural-Resources/R2P/R2P-METACROSS-RX-IFU.pdf
https://www.terumois.com/content/dam/terumo-www/global-shared/terumo-tis/en-us/procedural/r2p/R2P-CROSSTELLA-IFU.pdf

Service and Support

Terumo Medical Corporation- Corporate Headquarters
265 Davidson Ave
Suite 320
Somerset, NJ 08773

United States Customer Care
Phone:800-888-3786

Inside Sales
Phone:800-862-4143

Accounts Receivable
Phone:800-283-7866

BACK
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