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Magmaris (DREAMS 2G)

Sirolimus Eluting Magnesium Scaffold

> i\ \\ \\S§§§S§§§ * 6-crown 2-link design
Sirolimus + PLLA (BIOlute) * Optimized scaffold design for
= Higher bending flexibility
2oy = Higher acute radial force
150 umI = Slower resorption rate: 95% at 12
months
Resorbable Magnesium Scaffold Polymeric Scaffolds * Sirolimus drug elution & PLLA

(ORSIRO BIOlute coating) on
Magnesium backbone

Tantalum radiopaque markers
Gained CE mark in June 2016

Post-Implant 12-month Post-Implant! 24 month?!

1Abizaid A. Presented at EuroPCR 2018; May, 2018; Paris, France




Real World Registry Design

. 2066 patients with de novo lesions
DeS I g n Cohort 1: 1075
Cohort 2: all 2066

« DESIGN: Prospective, multi-center, real world
setting registr
greg y 6-month Clinical FUP
 PRIMARY ENDPOINT: Target Lesion Failure
(TLF*) at 12 months (powered for Cohort 1)

12-month Clinical FUP

24-month Clinical FUP
« SECONDARY ENDPOINTS:
at 6 months, thereafter yearly 1 to 5 years
*  Cardiac Death
Clinically Driven-TLR
Target Vessel Ml 48-month Clinical FUP
Scaffold Thrombosis; scaffold thrombosis at 12 month
powered for superiority of Magmaris compared to Absorb for
Cohort 2
Procedure and Device Success

36-month Clinical FUP

60-month Clinical FUP

*TLF: composite of target vessel myocardial infarction, clinically driven TLR, cardiac death and emergent CABG




Country

Germany
Belgium

France

The Netherlands
Australia
Austria
Switzerland
Taiwan

Hong Kong
Hungary

Italy

Portugal

United Kingdom

Countries & Sites

Country
New Zealand
Spain
Denmark
Poland
Singapore
South Africa
South Korea
Sweden
Thailand
Israel

Latvia

Malaysia

Over 100 sites in 25 countries



Patient Flow

2066 patients with de novo lesions

6-month follow-up (97.5%)
2015 subjects
6 deaths

\ 4

12-month follow-up (97.0%)
2003 subjects
14 deaths

\ 4

24-month follow-up (95.4%)
1971 subjects
29 deaths

\ 4

36-month follow-up (93.8%)
1937 subjects
56 deaths

\ 4

N= 9 devices not implanted
N= 2 withdrawals

N= 9 devices not implanted
N= 3 withdrawals
N= 2 other early termination

N= 9 devices not implanted
N= 6 withdrawals
N= 3 other early termination

N= 9 devices not implanted
N= 8 withdrawals
N= 4 other early termination

N= 33 missed visits
N= 1 lost to follow-up

N= 33 missed visits
N= 2 lost to follow-up

N= 42 missed visits
N= 6 lost to follow-up

N= 43 missed visits
N= 9 lost to follow-up



Baseline Patient & Lesion Characteristics

Baseline Characteristics
Age (mean = SD)

Male (%)

Hypertension (%)
Hyperlipidemia (%)
Smoking history (%)

Diabetes mellitus (%)
Insulin dependent (%)
Non-Insulin dependent (%)

History of Ml (%)

Previous percutaneous Intervention (%)

N = 2066
61.9+10.5
74.5

66.4

65.2

59.2

21.6
21.1
78.9

21.7
28.8

NSTEMI (%)

CRF

TCT

18.5

Lesion Location
LAD (%)
LCX (%)
RCA (%)

Ramus Intermedius (%)

Lesion Characteristics*

Lesion length (mm + SD)

RVD (mm = SD)

AHA / ACC Lesion Class B2 / C (%)
Calcification moderate / severe (%)

Bifurcation lesions (%)

*: Lesion characteristics are estimated by investigators

N = 2154
14.8+4.0
3.2+0.3

15.2

7.5

4.6




Target Lesion Failure up to 36-months
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Composite Endpoints & Definite / Probable Scaffold
Thrombosis up to 36 Months
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Summary & Conclusions

* TLF rate at 36-months with 7.9% is comparable to various contemporary
drug-eluting stents!2

* Very good safety profile of the scaffold up to 36-month
= 0.9% cardiac death,
= 1.9% target vessel-MI (according to SCAI/Ext. Historical MI Definition)

= 0.9% scaffold thrombosis, in particular only 0.1% increase of event rate after 1 year (2
cases/2066)

CRF

‘ T 1Kandzari D. et al., J Am Coll Cardiol Intv., 2020, 13 (11) 1343-1353 2Buiten R. et al., J Am Coll Cardiol Intv., 2019, 12 (17) 1650-1660
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