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Primary end point Design (n=sample size)

Safety & PK Single arm registry
(n=27)

Safety & efficacy RCT vs. BMS

Results & F/up durations

Confirmation of BA9 PK (30 days & 6
mos). BA9 safe

6 mos in lesion LL 0.14 + 0.45 vs 0.40 +

. AN ety (BMS): similar clinical safety
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Safety & efficacy Single arm registry
(n=292)
Safety & efficacy Single arm registry,

more complex lesions
(n=169)

Safety & efficacy Single arm registry,
real world cases
(n=302)

Safety & efficacy Single arm registry
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RCT, Biomatrix vs.
Cypher select, real
world (except LM)

TVR (6 mos) 2.1%, MACE 3.8% (1 mo),
6.5%(1 yr), no stent thrombosis

At 2 yr: death 8.28%, MI 6.50%, TLR
7.69%

Instent LL 0.16 mm, BAR 3.1%; At 2 yr:
death 1%, MI 0.3%, TLR 2%, MACE 3%

At 30 days: Death 0.6%, MI 0.8%, tlr
0.6%, early stent thrombosis 0.6%,
MACE 1.6%

ISt LL 0.15 + 0.27 vs. 0.32 + 0.33 mm
(TAXUS). More effective in ¥ neointimal
proliferation. ¥ MACE 59%

Similar LL & MACE rates, but better
recovery in endothelial function

Biomatrix was noninferior in efficacy &
safety vs. Cypher select




BEACON | Registry (pi: T.H. koh)

Prospective, Multi-Center, Electronic Registry

De Novo /Restenotic Native Coronary Artery Lesions
Multi-lesion / Multi-vessel
* Vessel Diameters: >2.50-<4.0 mm
e Stent Diameters: 2.5-4.0 mm
e Lesion Length: >10mm -<28 mm
» Stent Lengths: 8—-28mm
Biomatrix® | 8 & 12 mm Lengths for Bail-out only

IN=292 Predilatation preferred
Evaluable

Primary Endpoint: TVR at 6 months

Key Secondary Endpoints: MACE at 30 days, 6 & 12 mo
Device & Procedure (Clinical) Success
Clinically driven TLR & TVF at 9 & 12 mo
Device, Lesion & Procedural Success

Antiplatelet therapy at
Investigators Discretion




BEACON | Registry — Lesion Characteristics
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BEACON | Registry — Clinical Events
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2 patients (0.7%) with early stent thrombosis day 5 & 6
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Biomatrix Single Center Reqistry (Thailand):

Real World Patients (PI: Tresukol D)
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Biomatrix Single Center Reqistry (Thailand):

Real World Patients (PI: Tresukol D)

.
3-month 6-month = 12-month 24-month Total

N=164 N=161 N=158 N=153

S LEEETED

2y 13/169 (7.69%)

Non-TVR(other v) 11 (7.0%) 19/169 (11.24%)

Exit study by - - - 2/169 (1.18%)
UNCross

Loss to - - - 1/169 (0.59%)
Follow-up

BG) and Death by Sepsis




Biomatrix Single Center Reqistry (Indonesia)
Real World Patients (Pl: T. Santoso)

yatients) have
or based Biolimus
IS safe and efficacious

assessed the safety
In real world cases




Biomatrix Single Center Reqistry (Indonesia)
Real World Patients (Pl: T. Santoso)

Prospective, Single Center Registry
.

Real world cases
Exclusions:
Contraindications to anti-platelets
Patients with short life expectancy &
serious concomitant disease ( advanced cancer, etc)

—y Lack of patient’s consent
N=302 pts

Primary Endpoint: TVR at 6 & 12 months

Key Secondary Endpoints: MACE at 30 days, 6 & 12 mo
In-segment late loss & restenosis at 6 mo

Antiplatelet therapy ASA indefinitely (unless contraindicated)
Clopidogrel 300 mg (loading), then 75 mg f>r 6 months




Patient & Procedure Characteristics

No of patients
NGreEs oS
NG GIFSIENLS

0.0

5 (45%)
52 (20.5%)
13 (4.3%)
13 (14.3%)
78 (25.8%).

" Device Success 100.0%*
%] esion Success 09.89%p **
"Procedure Success 09.39% *
iy ENEESIONSER A NEESIORSAVEVICERSTICEESSINECHIEVEIE Nt of <50% residual in-segment % DS with assigned stent.

BESIBINSTHCEESSINACHIEVEIMERROIR=S0YONESIHNEINGFSEGIMEREY 0 diameter stenosis; Procedure Success: device success &
Witrlatig0-elely YIACE,




Target Lesion: Grade & Location
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No of Treated Lesions & No of Stents

Total Patients = 302; Total Lesions Treated = 698
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VIEERFACINESIGISIBEIRERIENt: 2.31 / Mean # of Stents per Patient: 1.95
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Biomatrix™ stents were implanted
In the following complex patient & lesion types

D3 (79.5%)
3 (60.1%)
4 (51.0%)

114

97 (32.1%)
83 (27.5%)
69 (22.8%)
29 (9.6%)
18 (6.0%)
16 (5.3%)
12 (4%)

10 (3.3%).




QCA Analysis at 6 Months

(independent QCA lab — NHC, Singapore)

Dr. Aaron Wong, Prof. Koh Tian-Hai)

QI&AanalySISh
NG ISAILISBA ESIOISIEE 198 stents
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Pre- Post- Follow-up
procedural procedural

2.68
2.07
22.8
2.28
15.1

0.07

0.16

7 (4.3%)
5 (3.1%)

6 (5.8%)
5 (4.8%)
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Hierarchical MACE

Eveni

Curnulative)

0-30 days

31-160
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MACE (%)
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361-720
days

96 (64.9%)
4 (2.0%)

0

4 (2.0%)

0
0

Cumulative

302 (100%)
9 (3.0%)

3 (1.0%)

4 (1.3%)

1 (0.3%)
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BEACON Il Clinical Registry (pi: KOH Tian-Hai)

Prospective, multi-centre, observational, data registry
¥SINg

BioMatrix™
N = 497

Cli

Ischemia driven TLF & TLR at 12 m
Rates of stent thrombosis
MACE at 30d, 3m, 6m, 12m, & 2-5 yr




BEACON Il Clinical Registry

Inclusion Criteria

50% In a native

8r of vessels or lesion

clopidine, heparin, bivalirudin,
can not be adequately
iIc acid (PLA), or Biolimus A9 (or

unprotected Left Main Coronary

stry DES implant during procedure



BEACON Il Clinical Registry

Enrollment
= Number of Recruited Patients

50

Y

Site 15 — Site 12 — Site 13 — Site 08 — Site 07 — Site 01 — Site 04 — Site 03 — Site 10 — Site 06 — Site 05 — Site 02 —
Siriraj Gold Coast The Prince Dunedin Harapan National Serdang Sarawak Tan Tock Medistra University National
Hospital, Hospital, Charles Hospital, Kita, University Hospital, General Seng Hospital, Hospital, Malaya Heart Ctr.
Thailand Australia Hospital, New Indonesia Hospital, Malaysia Hospital, Singapore Indonesia Medical Ctr. Singapore
Australia Zealand Singapore Malaysia Malaysia
Dr.
Prof. Prof. A/Prof. Prof. Dr. Dr. Dr. Prof. Ng Chee Prof. Prof. Prof.
Damras Rohan Darren Gerard Sunarya Adrian Abd Kahar Sim Keong Teguh Wan Azman Koh
Tresukosol Jayasinghe Walters Wilkins Soerianata Low Ghapar Kui-Hian Santoso Wan Ahmad Tian Hai

33

Enrollment Sites




BEACON Il Clinical Registry:

Cardiovascular Risk factors

n =497 pts

(%) 0.3%:19.7%
59.6 (29-88)

31.4%

61.6%

70.0%

43.3%

25.4%

37.0%
27.0%
5.4%




BEACON Il Clinical Registry:

Patient Demographics

n =497 pts
93.9%
30.4%

28.6%

40.0%

20.9%

10.5%

52.4 +14.1 %
3.6%




BEACON Il Clinical Registry:

Patient Demographics

n =698 Target Lesions
Count %
97 13.9%
32 4.6%
23.6%
24.9%
9.7%
94.3%
2.7%




BEACON Il Clinical Registry:

Target Lesion Type & Location

ion Location

40.4%

31.2%

218
148
|. | ;0
| | | - |

RCA LAD LCX SVG

698 Target Lesions




BEACON Il Clinical Registry:
No of Treated Lesions & No of Stents

Total Patients = 497 Total Treated Lesions = 738

80.0%

per patient = 1.40
ts per patient = 1.63

54
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BEACON Il Clinical Registry:

Procedure Characteristics

/ 19.29 (£ 5.95)

18.83 (+ 9.74)
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Hierarchical MACE

0 - 30 Days

Events _ out of Total Pts.
In-Hospital )
Hospital

I ) 5 (1,0%) 8 (1.6%)

1 (0,2%) 2 (0.4%, M%)
1 (0,2%) 2NO7%) 3,(0:6%)
0 0 0
1 (0,2%) 3 (0.6%) 4(0:8%)

0 2 (0.4%)? 2 (0:4%)
1 (0,2%) 1 (0.2%) 2 (0:4%)
1 (0.2%) 2 (0.4%) 3(0:6%)
1 (0,20 2 (0.4%)> N (%)

0 0 0
N0.2%) 3 (0.6%)? (%)

Non-Q wave) or ischemia driven TLR

et vessel thrombus occurring within 30 days post-PCI

10 events; 3 One pt had 2 thrombus events. 3 pts 4 incidences
QS not registry device, target vessel or index PCI related & not




CEC Adjudication MACE Events

CEC
# Days Adjudication

Post-procedure Device Target Vessel Procedure

REIEED Related Related
Probably
*
/ obably Related Related*
Non-cardiac Death Not Related Not Related Not Related

Related Not Related

elated Related Related

Unknown** Unknown** Unknown**

Not Related Related Related

Related Related Related

Related Related Related
Related Related Related

Not Related Not Related Related

get vessel and procedure related.
egistry Device or BMS implanted at index procedure.




Biomatrix™ Clinical Experience

STEALTH
N=80

STEALTH PK
N=27

LEADERS
N=857

BEACON
N=292

BEACON
Il
N=497

NA

NA

NA

2
yr

30
day

~ e

0.0%
0.0%

0.0%

0.0%

12
mos

30 12
day mos

30
day

10.7%

3.8% | 6.5%

1.6%

3.2%

0.0% | 1.0%

0.6%

2.1%

0.0% | 1.0%

0.6%

1.1%

0.0% | 0.0%

0.0%

5.8%

3.8% | 4.5%

0.8%

0.0%

0.5%

14% | 1.7%

0.4%

0.0%

5.4%

24% | 2.7%

0.4%

0.0%

0.0% | 1.0%

0.6%

0.0%

0.0% | 1.0%

0.6%

0.0%

0.0% | 0.0%

0.0%

0.0%

0.7% | 0.7%

0.8%

NA

NA 0.0%

NA

NA NA

NA NA

NA NA

NA

Total of 1753 pts Overall Experience. 45% (789/1753) Asia-Pacific Population Experience.

0 days, Late > 30 days post procedure




BEACON Il Clinical Registry:

Conclusions

al Reqistry further
Mg-Eluting Stent
fective for use In
5e.

standard medical practice
o limit to lesion length

the registry could show the
pendent of patient and lesion
SINGLIVE 2010)




BIOMATRIX ™: Conclusion

i BIecuIAESIERININEA| World
ZSHICEIMEEINBRSElEr to be safe and
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