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Revoluce v intervencni kardiologii

1977 Andreas Gruntzig (prvni angioplastika)
1986 Sigwart and Puel  (prvni implantace stentu)
1999 Eduardo Sousa (prvni implantace drug eluting stentu)

2011 Schvaleni Absorb BVS (bioresorbable vascular scaffold) v Evropé
fourth revolution in interventional cardiology

Javaid Igbal Julian Gunn Patrick W. Serruys
British Medical Bulletin, Volume 106, Issue 1, 1 June 2013, Pages 193-211



ProC implantovat BVS?

Possible advantages of transient BRS vs. permanent DES
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vessel anatomy vessel functionality thrombogenic milieu
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Vascular Restoration Therapy



Absorb BVS

Recent studies show increased thrombosis tendency in BVS vs DES.
Thrombosis in general however has multifactorial causes, thick strut design being one of them
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Magmaris vs Absorb (GT1)
Product | msgmaris | Absorb(ora)

2012;(2015): CE
Availability 2016: CE 2017: Withdrawn from market in
Europe and Australia

Material PLLA

Scaffolding time Up to 3m 6-12m
Resorption time @ 3-4y
Number of sizes 6 14
Diameter [mm] 3.0:3.5 Z:5:3.0: 3.5
Length [mm] 15; 20; 25 8; 12; 18; 23; 28

Marker Tantalum Platinum

Struts
thickness/width [um] @ 150/180

Crossing profile

1.5 1.45
[mm]
Drug Sirolimus Everolimus
Nb of implantations = 1500 >150°
P 232 in studies > 30’000 in studies
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Velikost strutu
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1) Foin, N etal UCA . 2014,143 (09), 2) Tolentino, A. Cardiov. Nurse/Tech. Symp. 2016, $) Koskinas K., J Am Coll Cardic

Stent struts

Strut design

The Magmaris backbone design was found to optimize the wall shear stress compared to the Absorb design.
High WSS in between strut crowns (green areas) is physiologic and is associated with accelerated endothelialization.
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Stent (kostra)

Platform
Mg, PPLA, Co-cr

* Significantly less platelet coverage in Magmaris and Orsiro compared to Absorb

A Magmaris

o)
nce

ABSORB

CD42b/CD61 immunofluoresce
% of total scaffold surface area

o

CD42b/CD61 immunofluorescence

Orsiro

% of total strut surface area
=

Waksman R. et al, In press Circulation Cardiovascular intervention

$

3

o
e

~n
o
i

=3
e

p=0.01
p=1.0 p=0.02

MAGMARIS ORSIRO  ABSORB

p=0.02
p=0.48 p=0.09

MAGMARIS ORSIRO  ABSORB

Mg kostra

Magmaris

stainless steel Magmaris

Significantly less platelet coverage in Magmaris compared to stainless steel Magmaris

CD42b/CD61 immunofluorescence %

relative to total scanned surface area

P<0.0001

Magmaris

316L-Equivalent




Vascular restoration therapy

Serial angiographic, IVUS and OCT of a patient implanted with Magmaris at 3-year follow-up

Pre-PCI Post-PClI 6 months 12 months 36 months




Product portfolio

Magmaris

W
5
Scaffold Scaffold length
g (mm) (mm)
3.0 mm 15 mm 20 mm 25 mm
3.5 mm 15 mm 20 mm 25 mm

* bioresorbovatelny kovovy stent

* sirolimus eluting ( 90 dni)

* 150 ug struts

* 12 mésicu 95 % resorbovano



Soubor pacientu

Pohlavi

* v obdobi 10 mésicu ( 3-12/2017)
implantovano 87 stentu Magmaris

u 81 pacient ‘ ® MuZi

e prumérny vék 62 let (33 let — 87 let)

m Zeny

» prospektivni sledovani pacientt



Rizikovy profil pacientu

80%

B Arterialni hypertenze
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M Diabetes mellitus
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m Aktivni kuraci

W Exkuraci



Indikace a intervenovana tepna

RIM/RD

Staged PCI
25%

Stab. ICHS
37%

AKS- STEMI
16%

AKS- NAP
AKS- 7%

NSTEMI
15%




Perioperacni zobrazovaci metody

Metoda

0

%R The 4Ps: Patient Selection, Proper Sizing,
Pre-Dilatation, Post-Dilatation ‘

= -
Patient Selection ProperSizing Pre-Dilatation Post-Dilatation

m Angiografie = OCT m [VUS



Periproceduralni aspekty

Predilatace Postdilatace

e B

-

m Balon = Scoring balon = Cutting balon = ano NC balonkem = ne




Rozmeéry implantovanych stentU

 periproceduralni uspéch 100 %

* komplikace: 3 pacienti
edge disekce s nutnosti
implantace dalsiho stentu

( 1 pacient periproceduralni IM )
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Sledovani (3-12 mésicl)

 prospektivni klinické a telefonicke
* 50 % pacientu 12 meésicni sledovani, 85 % 6 meésicni
e zadna akutni Ci subakutni trombdza stentu

* 4 pacienti s vynucenou revaskularizaci



Target lession/vessel failure

* 2 pacienti target lession revascularization — ve stentu
(underexpanze stentu, recoil)

* 2 pacienti target vessel revascularization — mimo stent
(mismatch, IM pri vysazeni DAPT)



Srovnani s DES

7 Composite Clinical Endpoints

At 1-Year Follow-Up
B Synergy 2.7%
Resolute Integrity 7.0% 7.5%
B Orsiro
5.4%
8.7%  4.7% 5.1% 5.2% 5.1%

e e

P=0.69 P=0.55 P=0.45 P=0.46

S e

P=0.85 P=0.86 P=0.49 P=0.84

TLF TVF MACE POCE

"‘tct2016 Target Lesion Failure (TLF); cordiac death, taruet ledlormrelated M1 8 il il sted TR RIE e B “(nr(‘l ovass L,Hr
death , target ve:

I lthf clinically datd]VR Major Advei
indicated TlR% erger lC’\BG Pl lO

e Cardiac Events (MACE): any death, any MI, clinically L 4T
nted Composite Fd;o nt (POCE): any death, any M, any PCl & any CABG.

* Target lession revascularization

2,45 %

* Target vessel revascularization

4,9%



Take home message

e spravna indikace a vybér pacienta ( life expectancy, inserce bypassu)
e dliraz na optimalni pripravu léze

* nizky prah pro zobrazovaci metody (OCT, IVUS)

* mandatorni postdilatace vysokotlakym balonem

 DAPT 12 mésicu (6 mésicu minimum)



