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Nobori DES Components

B | BMS Platform

Combines Flexibility and Scaffolding
4‘ Side Branch Access

Delivery System with Hydrophilic M-coating

PLA Biodegradable Polymer

Abluminal Coating

Controlled Biodegradability

Precise Drug Release Kinetics

Simultaneous Polymer Degradation and Drug Release

Biolimus A9™ (rapamycin derivative)

A Potent New “Limus” Designed for Stent Applications

Powerful Anti-proliferative and Anti-inflammatory
properties

Prevents Smooth Muscle Cell Proliferation

Highly Lipophilic with Optimal Local Tissue Uptake




Late Loss in NOBORI trials at 9 Months
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Binary Restenosis in NOBORI Trials
at 9 Months
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MACE Rate in NOBORI Trials at 2 Years
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NOBORI 2

A Prospective, Multi-center, Single Arm,

Observational study of the Nobori™ Drug Eluting
Stent System




Eligibility Criteria

v Patients (age > 18 years old) who are eligible for
percutaneous coronary intervention using DES (and
RVD matches available Nobori™ DES sizes).

v Patients have been informed of the nature of the study
and agrees to its provisions and has provided written
informed consent as approved by the Institutional
Review Board/Ethics Committee of the respective
clinical site, wherever such requirement exist;
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NOBORI 2
Study Endpoint

Primary Endpoint:
Clinical Outcomes at 12 m Follow-up




NOBORI 2

* First 1000 patients

» Extensive monitoring
» Highest quality control standards

« On Label versus Off Label groups analyzed

On-label group included patients with indications similar to pre-approval
clinical trials and DES label

Off-label group included all patients not fulfilling eligibility criteria for
those trials and being outside the labeled indications




NOBORI 2
Baseline Patient Characteristics

Age (years +SD)

Male (%)

Previous MI (%)

Prior PCI/CABG (%)

Diabetes Mellitus (%)

Hyperlipidemia (%)

Hypertension (%)

Current smoker (%)




NOBORI 2
Patient Characteristics according to indications

On-Label
N=320

Off-Label
N=680

Total
Population
N=1000

P
On vs Off

Age (years +SD)

64 + 11

64 + 11

64111

0.72

Male (%)

74.4

82.2

80.0

0.01

Previous MI (%)

21.9

33.4

30.0

<0.001

Prior PCI/CABG (%)

32.5

37.5

36.0

0.14

Diabetes Mellitus (%)

31.6

28.7

29.6

0.37

Hyperlipidemia (%)

73.8

65.0

67.8

0.01

Hypertension (%)

66.3

63.4

64.3

0.35

Current smoker (%)

21.9

23.1

22.7

0.69




NOBORI 2
Patient and lesion subgroups distribution

Subgroups %

On-Label
N=320

Off-Label
N=680

Total
Population

P-value
On vs Off

Smallvessels (<2.5mm)

30.0

39.4

36.6

<0.001

Lesion Length

12.8 + 5.9

16.0 + 9.6

15.0 8.7

<0.001

Long lesions (>20 mm)

33.4

51.9

46.0

<0.001

Acute/recent MI

0.0

36.6

24.9

<0.001

CTO lesions

0.0

4.2

2.9

<0.001

Bifurcation involevemnt

0.0

<0.001




NOBORI 2
Procedural Characteristics

On Label Off Label Total
n=320 n=680 Population

Lesions / patient 1.14 1.60 1.46 +0.68
(n £SD)

Stents / patient : : 1.71 +1.14
(n £SD)




Lesion Classification ()

Type B1
34,2 On Label

7,4

—

LR —
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Type A Type B1
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RESULTS




Adverse Events up to Discharge
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Clinical Outcomes at 6 m Follow-up
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Primary Endpoint
Clinical Outcomes at 12 m Follow-up
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Stent Thrombosis

@ late (30d-1 year)
W early (30d)

On-Label Off-Label Total populationa

6 Months = 95% of patients at DAT
12 Months = 77% of patients at DAT

Late ST - One patients treated for AMI with stenosis in SVG — due to mistake of GP
was off DAT one month after the procedure. ST at 3m.




12 Months Clinical Outcomes
Comparison with Similar Registries

Study SPIRITV | e-CYPHER NOBORI 2

Cardiac Death % 1.1 ) i . 1.2

MI % 3.5 1.3 : : 2.2

TLR % 1.8 3.1 : : 1.4

CABG % 0.3 : : 0.4

TVR % 2.8 : 2.2

MACE %




Safety endpoints at 1 Year
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Efficacy at 1 Year
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Conclusions

Results of consecutive patients treated with Nobori stent
in real life setting are very encouraging

Across subsets of challenging lesions and high-risk patient
subgroups, excellent acute results and low rates of MACE
have been observed

These results give further indication of potential benefit that
Nobori, a DES with a biodegradable polymer and abluminal
coating, could bring for treatment of patients with CAD

Further extensive Clinical program will help to fully explore
the value of biodegradable polymer and abluminal coating




