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BVS ABSORB (PLLA)
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ABSORB IIi

2,250 pts with up to 2 de novo lesions in different epicardial

vessels enrolled, with follow-up for at least 5 years,
at up to 122 US and non-US sites

2,000 pts randomized 2:1 ABSORB vs. XIENCE
(+50 lead-in pts and 200 pt non-randomized angio/IVUS/OCT/VM FU cohort)

RVD: 2.50 - 3.75 mm; Lesion length: €24 mm

Scaffold diameters: 2.5, 3.0 and 3.5 mm
Scaffold lengths: 12, 18, and 28 mm

Primary endpoint (n=2,000):
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ABSORSB llI: 1 rocni endpointy

1 Absorb (N=1322)
® Xience (N=686)
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ABSORB llI:
Trombodza stentu do 1 roku

Absorb Xience
(N=1322) (N=686)

Device Thrombosis (def*/prob) 1.54% 0.74%

- Early (0 to 30 days) 1.06% 0.73%

- Late (>30 days to 1 year) 0.46% 0.00%
- Definite* (1 year) 1.38% 0.74%

- Probable (1 year) 0.15% 0.00%
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ABSORB BVS: tepny < 2,5 mm

ABSERE Il 1-Year Device Thrombosis
by RVD Quintiles

m Absorb = Xience

QA -
o =X
® »
Qg
-
= £
[ =)
—
® C
(o

0.69%

0.00% 0.00%

0.0% 117262 | 241 1/260 | 11136 4252 | 1144 07260 0M128 41265 | 1125
R0 ]

RVD range (mm) 1.39-2.27 2.27-2.51 2.51-2.75 2.75-3.04 3.04-4.48
N N=408 N=404 N=402 N=393 N=396
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ABSORB stent: 1-rocni metaanalyza
(ABSORSB I, lll, ABSORB Japan, ABSORB China)

Absorb BVS (n=2161)
— XIENCE CoCr-EES (n=1223)

Difference [95%ClI] = 1.0% [-1.1%, 3.1%)]
HR [95%CI] = 1.12 [0.89,1.40]
P=0.34
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or revasculanzation (%)

3 4 5 6 7 8 9 10 11 12

Months Post Index Procedure
Number at risk

Absorb BVS 2161 2056 1994 1960
XIENCE CoCr-EES 1223 1184 1151 M23
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BVS u AKS Prague 19, TROFI II, BVS-EXAMINATION,
POLAR ACS, GHOST-EU Registry, BVS-RAI registr, BVS STEMI

ABSORB in STEMI: TROFI li
192 pts with STEMI <24hrs

Thrombectomy =+ pre-dilatation
(based on angiographic guidance)

/ R
Absorb EES 1:1 XIENCE EES

Sizing Dmax
DAPT: 12 months

6 months: Angio + OCT

Clinical FU: 30 d, 6 mo, 1 yr, 2 yr, 3 yr

Primary Endpoint: Healing Score at 6 months (NI)
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BVS U AKS: prague 19, TROFI I, BVS-EXAMINATION,
POLAR ACS, GHOST-EU Registry, BVS-RAI registr, BVS STEMI

HORIZONS-ABSORB AMI

‘,Hérmonizing Outcomes with Revascularization, Stents and ABSORB in AMI

6,969 pts with STEMI undergoing primary PCI

IV cangrelor bolus + infusion
(+ oral P2Y12 inhibitor and aspirin)
Randomize 1:1:1
4 hr post-PCl infusion infusion P (n=,2 323)
(n=2,323) (n=2,323) |
~5,000 pts eligible for device randomization 1,840 pts

Randomize 1:1 not randomized

| | |

| Xlence CoCr-EES | Absorb BVS | Cg‘c'?r"é‘és

“Clinical FU: 30 days 1 year, | -

yearly through 5 years

Sponsors: The Medicines Company and Abbott Vascular




MAGNESIUM BVS PROGRAM
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Evolution of the BIOTRONIK Magnesium Scaffold
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Backbone

Strut thickness/width

Markers

Coating - drug

Crossing profile in mm

Drug elution kinetics

Absorption period in month
In-segment Late Lumen Loss (mm)
In-scaffold Late Lumen Loss (mm)

TLF* (%)

Definite or Probable Scaffold

@30&35
Length: 15, 20

Mg alloy
165,/80 pm

none

none
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DREAMS 2G vs Absorb BVS:
Endothelialization in New Zealand white rabbits at 28 days

DREAMS

"\
A

® DREAMS W PLLA

Percent Strut Coverage

Above struts BTW struts

Source: Adapted from M. Joner, oral presentation, CRT 2015,




BIOSOLVE-II Comparison of clinical results in PROGRESS,
BIOSOLVE-I and BIOSOLVE-II
Clinical results at 6-month (4-month for PROGRESS)

PROGRESS BIOSOLVE-I BIOSOLVE-II
N=63 N=46 N=123
TLF! (%) 23.8 4.3 3.3
Cardiac Death (%) 0.0 0.0 0.8
Target Vessel MI (%) 0.0 0.0 0.8
Clinically driven TLR (%) 23.8 4.3 1.7
CABG 0.0 0.0 0.0

Scaffold Thrombosis

Definite or probable 0.0 0.0 0.0

1. Composite of cardiac death, target vessel myocardial imfarction, clinically driven target lesion
revascularization and CABG

ANAJ/A LN A ANZI A ANZ MANAS AN LIS I LA - lVl



BIUE‘.:GCI LVE-II Comparison of in-segment LLL
in PROGRESS, BIOSOLVE-| and BIOSOLVE-II
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PROGRESS vs BIOSOLVE-II: p <0.0001
BIOSOLVE-I vs BIOSOLVE-II: p=0.0010
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KOMPLIKACE BVS
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Akutni/casna tromboza BVS:
malapozice, underexpansion, prekryti strutu
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Desinetegrace BVS

Isolated &
Stacked Struts Overhang Struts Centered Strut
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Pozdni desintegrace BVS v prubéhu
resorpce
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Velmi pozdni tromboza BVS

Post-procedure

Scaffold thrombosis late discontinuity

ot T
thrombus
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Neoateroskleroza
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BVS: BUDOUCI SMERY
VYVOJE
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Budoucnost BVS: tenci struty, lepsi
mechanickeé viastnosti
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Typical 30-Days Histology-OCT Correlation Images
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Zachovani radialni sily

15 150 ym =120 pm =100 pm =90 pm

Metallic Stent
Radial Force
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Wall Thickness

ALL Amaranth scaffolds regardless of wall thickness or size have a
surface area £ 25%. BVS scaffold surface area ranges from 26-32 %
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Moznost ,,overexpanze® BVS

AmM 2.75 mm
@ +122% (6.1 mm)
1.3 = 0.7 Fractures

AmM 2.75 mm
@ +48% (4.0 mm)

\Vie

2.5-mm over nominal ID
2.5x higher compared to BVS

BVS 3.0-mm
@ +37% (4.1 mm)
8.3 % 5.7 Fractures

L’\

17% = Expansion 0.5 mm
above nominal (No Fractures for Both)

AmM (120pm) ®=BVS
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BVS: zavery

U nemocnych s jednoduchymi lézemi a stabilni ICHS ma
(ABSORB) BVS obdobné klinické vysledky jako DES (Xience)

ABSORB BVS ma vyssi vyskyt trombozy stentu, tato je
vyznamna v malych tepnach (RVD < 2,5 mm)

Zavery plati pro vysoce selektovanou populaci
Technika implantace BVS vyzaduje pre | postdilataci
Liberalni uziti zobrazovacich metod (OCT, IVUS)
DAPT zrfejme déle jak 1 rok

Noveé generace BVS jisté zlepsi stavajici vysledky
Srovnani nutné s modernimi DES
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