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ISAR TEST 3

ProNovaXR Technical Data

Study Hypothesis: Both PF (Polymer-free) and BP (Biodegradable Polymer) Sirolimus eluting stents are non- PRESSURE
inferior to the Cypher stent in terms of late lumen loss. [MPa/bar]

Assumptions: Margin of non-inferiority for in-stent late lumen loss of 0.16mm, power of 80%. BALOON [mm] 2.25 2.75 3.00
08./8 2.25 2.75 3.00
0.9/9 2.28 2.78 3.03
1.0/10 2.30 2.81 3.06

605 Patients Randomized 1111 2.33 2.84 3.09

1.2/12 2.36 2.86 3.12
Y
BP DES Cypher
202 Patients 202 Patients

1.3/13 2.39 2.89 3.14
36 no FU Angiogram 41 no FU Angiogram 36 no FU Angiogram

1.4/14 2.42 2.91 3.17
PF DES 1.5/15 2.46 2.94 3.20
201 Patients 1.6/16 2.50 2.97 3.22
- 4 Died - 3 Died -2 uTLR <30 Days 1.9/19
N 32 Declined "\ - 38 Declined N 3 Died

1.7/17 2.54 3.00 3.25
- 38 Declined

DIAMETER [mm]

DEFINING THE NEXT GENERATION
IN DRUG ELUTING STENT TECHNOLOGY

605 patients enrolled to accommodate for possible missing follow-up angiograms.

1.8/18 2.60 3.03

2.66

Nominal pressure at 8 Bar [0.8 MPa] | RATED BURST PRESSURE

166 Patients
with 6-8 mo angiogram

116 Patients
with 6-8 mo angiogram

116 Patients
with 6-8 mo angiogram

ProNovaXR Ordering Information

STENT
201 Patients LENGTH DIAMETER (mm)

with 1 year clinical FU (mm) 2.25 2.50 2.75 3.00 3.50 4.00

202 Patients
with 1 year clinical FU

202 Patients
with 1 year clinical FU
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Results: BP (Biodegradable Polymer with Sirolimus) shows the lowest late lumen loss and restenosis when
compared to Cypher and Polymer Free Sirolimus Stents.

Study conducted at Deutsches Herzzentrum and

1st Med. Klinkik rechts der Isar, Technische Universitat, Munich, Germany comparing PF (Polymer Free

stent with Sirolimus), BP (Biodegradable polymer with Sirolimus) and Cypher (Biostable polymer with Sirolimus).

The ProNOVA XR Stent contains the same biodegradable polymer as in the above study.
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ENDOTHELIALIZATION STUDIES

ProNOVA XR: Sirolimus Eluting Stent FELSSE N ETIoS

FLEXIBILITY

Engineered with unparalleled

flexibility due to the pivoted
articulation design.

POLYMER COATING

Biodegradable polymer covers the struts
and provides uniform drug release and
absorption within eight weeks.

IN VITRO RELEASE KINETICS
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SIROLIMUS DRUG
Proven standard for
Drug Eluting Stents.

200

01 T T T T T T 1
0 400 800 1200 1600 2000 2400 2800

time (h)

Released sirolimus (ng/mm?, cumulated)

POLYMER/DRUG RATIO

Polymer to drug ratio ensures a
thin wall thickness and uniform

delivery inside the arterial wall.

PRECLINICAL STUDIES
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Preclinical studies confirm the thin neointima formation after 90 days in a pig coronary artery demonstrating
excellent healing characteristics of the XR Stent.

7 Days: Partial
endothelial
coverage of the
stent struts

(< 50%)

14 Days: Total
endothelial
coverage of the
stent struts

(> 95%)

BIOABSORPTION STUDIES
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Stents explanted from pig coronary vessels demonstrate that after 42 days the stent surface is similar to a
bare metal stent showing complete absorption of the polymer from the struts.




