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How can we protect the CLI patients
to the potential risk of
microembolization?
Recorded case presentation
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First & second generation DCB’s :
Most PTX is lost downstream

O lost downstream Range

0-30%

O transferred to tissue
D reSIduaI On ba”OOH # |eft on balloon surface | 10%
10% lost during inflation Res_ird;x.al

transferred to the vessel

on Ballo '
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inflation

l I 10% Lost during
10%

Transferred

Lost on the way to tissue

to the lesion

Mass effect: obliteration of microcirculationdistally
(cfr atherosclerotiadebrig

Drug effect: potential localtissuetoxicity
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Mass effect : obliteration
microcirculation

A Particle sizes > capillari€s-(L0 um)should matter
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1. Gongora CA, Shibuya M, Wessler JD, McGregor J, Tellez A, Cheng Y, Conditt GB, Kaluza GL, Granada JF. Ii
Paclitaxel Dose on Tissue Pharmacokinetics and Vascular Healing: A Comparattveairddalloon Study in
the Familial Hypercholesterolemic Swine Model of Superficial Feme&teht Restenosis. JACC Cardiovasc Inter

2015 Jul;8(8):111%123
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Drug effect : distal PTX effects ?

p=0.2

= — -

IN . PACT

Ranger

Stellare x

Second Comparative Study

Survival
Treatment
IN.PACT (n=12) Ranger (n=6) Stellarexn=6)
Sections with vascular changes in
downstreamnontargettissueg%o) Aeetly () g e €0
Survival Second Comparative Study
Treatment
IN.PACT Ranger Stellarex
Skeletaimuscle | Coronaryband ?nkl?slile C%r:r?;ry ?nkiile C%r:r?dary
Paclitaxetoncentration in 28-day (3x)
downstream tissuesng/g) V 216.5@326.r | 911.3691.3 91.5@44.8 | 822.5@347.9 | 101.9 446 | 962.3(149.9
146.2) 1773.8) 116.9) 1450.6) 163.8) 1160)

With the courtesy ofAlokeFinn,CVPathnstitute Gaithersburg, USA
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RolodgieFD et al. YasdntervRadio2016 Sep,27(11), 1678685 ; with the courtesy oklokeFinn, . .
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What i1s the clinical relevance of these
theoretical findings?

12-Month Key Safety Outcomes

LEVANT [I* Global? IN.PACT SFA3 g’ CT0° ISR®  Clinical” Pivotal

PTA IN.PACT Admiral
Subjects 160 316 691 111 220 157 126 131 1406 20 328 300 371
All Thrombosis 3.7% 1.4% 3.7% 4.3% 0.8% 2.9%
(4/107) (3/207) (5/134) (5/115) (1/124) (38/1311)

Revasc. due to 0.7% 0.4% 1.3%

1. Rosenfield K, et al. NEJM:373:555(2015). 5. Presented bylepeG, CharingCross London 2016.

2. Presented by Laurich C, SVS Chicago 2015. 6. Presented byBrodmannM, VIVA Las Vegas 2015.

3. Tepe G, et al. Circ 131:4862 (2015). 7. Presented bylaffM, VIVA Las Vegas 2016; includes subjects of
4. Presented byscheinerD, PCR Par:s imaging cohorts

| N CLAUDI CANTS, THERE D

IMPACT ON SAFETY
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What i1s the clinical relevance of these
theoretical findings?

sl Primary IN.PACT DEEP Outcomes Secondary Safety Outcomes

Primary Efficacy DEB PTA p

 12-monthLiL(mm)!! 061+078 062078 0950
12-month CD-TLR ! 9.2% (18/196) 13.1% (14/107) 0.291

12-month Safety DEB PTA

Major Amputation 8.8% (20/227) 3.6% (4/111)

All-Cause Mortality  10.1% (23/227) 8.1% (9/111)
Primary Safety DEB PTA

6-month Death,
Major Amputation
l o’: CDTLR (41/232) (18/114) 0.662 (superiority)

P Death and Amputations ] 35.2% (80/227) 25.2% (28/111)

17.7% 15.8%

Death, Major Amp, CD TLR P 26.9% (61/227)

23.4% (26/111)

Amputation Free Survival B1.1% (184/227) 89.2% (99/111)

Wound Healing (site reported) 73.8% (121/164) 76.9% (70/91)
TA)

D Mgty o Vi

DISTAL DOWNSTREAM OF PTX PARTICLES THAT
IMPACT ON WOUNDHEALING & AFFECT CLINICA
OUTCOMES FOR CLI PATI ENTI|S
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CLI case : male patient 74yr

-~

ARisk factors

V IDDM type 2
V AHT
V Hypercholesterolemia

AComorbidities

V CABG
V PTAS right SFA

APresent state

V Nonhealingulcerleft D2,necroticlesionsD1, purulennail infectionD1
V DUS triphasicsignalCFA & PA, moidistalweakmonophasisignal
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Preprocedural angiography

S A

A IpsilateralantegradeCFA
access 6F

A CurvedstiffD2 1 ®n (
260cm

A IpsilateralDestination
sheath 6F, 45cmTerumag
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Strategy below the knee

ol )

Peroneal

Anterior
Tibial
Calcaneal

Branch
of PA

ATA Angiosome = A Angiosome

iID3 Medicak 2018 | 11




ATA recanalization

A lpsilateralDestinationsheath 6F, 45cm
(Terumag

A BerensteirdF, 100cm (Cordis)

A Straightstiff glidewiren T nop €< HC |
(Terumg

AV Rl yial 3S n3nTeryndd> o J
A CXI 2.6F, 150cm (Cook)

A Winn80, 300cm CTO GW (Abbott)
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PA recanalization

Al RGlIy Gl 3S n 3 nTerydds
A CXI 2.6F, 150cm (Cook)
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Retrograde punctureless ATA
“recanalization
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Al'R@glyal 3SsS n
GW (ferumg

A Armada XT balloon
2.0- 20mm (Abbott)
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How to get in touch?

ADouble balloortechnique?

ACART reversedCARTechnique?

AReentry device?

ASnaringlevice?

APoorY | y &-@htryNB =
catheter

wwammariacath)
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How to get in touch?
I |
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Vessel preparation essential!l

* High performance balloons

PUSHABILITY — TRACKING
* Robust shaft
= Perfect flexibility/stiffness balance

CROSSING PERFORMANCE
* Low profile

* Perfect tapering : 360" bevel to GW
* Durable/flexible tip

* Dedicated coating balloon/shaft

*  Avoiding hang-up points™

REWRAPPING-RECROSSABILITY
= Large internal lumen

Armada 18, 150mm, 3 mm (Abbott)
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Detinitive treatment DCB

MASS<EEF ECianostructural

organizationof 0.1um PTXarticles

TOXPe<=EFECSAFEPAX coating
technology: hydrophobicduringtracking,
lipophilicduringinflation ->homogenou
drug releaseandwall absorption

oAt ‘

LegflowPTX baII, 3mm, 150/6000 mm, OTW (Cardionovum)

iD3 Medicak 2018 | 19




Final result

> A

Anterior
Tibial

ATA Angiosome
L o

~ : .
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Conclusions

ADownstream PTHRarticulatesis a reaphenomenon
present posdilatationwith all5 / ., fi&with clear
differencesbetweendifferent brands

Almpact (nass & toxic effect) of large PT}articles
downstream onvoundhealingn CLpatientswith poor
distalvesselun-off is still unknown

AWith athird generationof DCB, likéhe LegflowDCB
(Cardionovum)with homogenoudPTX release (0.1urahd
efficient SAFEPAXediatedvesselptake physiciansare
feeling morecomfortablein treating CLIpatients
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