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2.25 mm 2.25 mm

2.5 mm

 

2.25 mm 9

0.0%(0/60 )

24.1%

32 38 mm

12 3.2%(3/95

) TAXUS 2

19.4% 2.25 mm

32 38 mm

 
2.25 mm
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 23 8 18  

 2.25 mm 3.50 mm 34 

mm

 

 

1

2

Poly-Butyl Methacrylate

100 �g/cm2

Polyvinylidene Fluoride-Hexafluoropropylene

 

 

 
1  
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               2  

 

Drug Eluting Stent DES

22400BZX00031000

1

2.25 mm 32 38 mm

2.25 mm 38 mm  

 

1.  

 
 

 
8 mm 12 mm 16 mm 20 mm 24 mm 28 mm 32 mm 38 mm

SV  
2.25 mm � � � � � � � � 

 
 

SWH  

2.50 mm � � � � � � � � 

2.75 mm � � � � � � � � 

WH  

3.00 mm � � � � � � � � 

3.50 mm � � � � � � � � 

 

 

 

20 12 25 20 8
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5  

 

 

1  

DES 2004 Cypher 21600BZY00136000

Bare Metal Stent BMS

24 8 1 5 13

DES

PROMUS 

22200BZX00077000 PROMUS 

XIENCE V 22200BZX00076000

PROMUS

TAXUS 2

21900BZX00340000 SPIRIT III
[1]

[1]  

[2,3]

 

22300BZX00378000

316L 316L

2  

2

PROMUS  
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2  

 
 PROMUS  

 

 

    

 xxxxx mm 0.0032 inch  xxxxx mm 0.0032 inch  xxxxx mm 0.0032 inch  

    

 PBMA PVDF-HFP PBMA PVDF-HFP SIBS 

PBMA:  
PVDF-HFP:  
SIBS:  

 

Percutaneous Coronary Intervention

PCI
[4]

PCI 

 

24 8 1 38 mm

[5] 38 mm

30 mm

 

3.0 mm BMS

Plain Old 

Balloon Angioplasty POBA 25 30%

POBA

POBA BMS [6] 2.25 

mm MULTI-LINK8 

22300BZX00292000

21800BZY10179000 BMS

2.25 mm

2.5 mm POBA

PCI

3.0 mm DES

xxxxx xxxxx xxxxx
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2.25 mm BMS DES

 

24 2 8

2.25 mm 32 38 mm 2.25 mm 38 mm

 

 

2  

EU 2011 4 CE 2. 25 4.00 mm

8 38 mm 2012 6 30

2.25 4.00 mm 8 28 mm 2011 11 22

2.25 4.00 mm 32 38 mm 2012 6 1

2012 6 30

2,834 2012 6 30  

2012 2 8

2. 50 3.50 mm 8 28 mm 2012 6

30 2.25 4.00mm 8

38mm xxxxxxxx 2012 6

30  

 

3  
2011 11 2012 6 30

0.0665% /

0.0359% /

0.0232% / 0.0066%

/ 0.0066% /  

2009 11 2012 6 30   

/

/

/

/ /

xxxxxxxx
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0.0515% / 0.0964% /

0.0204% /

0.0117% /

0.0072% /  

PROMUS 2006 9 2011 12 31

0.0597% / 0.0327% /

 

2012 6 30

0.0255% / 2011 12 31 PROMUS

0.0430% /

 

 
 

1

2

MRI FEA

3

4

1

2

 
 

 

 

1 2 1 3  

/ /

/

/

/

/ /

/

/
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19

19

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx ICH

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx ICH

 

19

xxx

xxxx

/

 

19

/

 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxx ICH

EU

ICH Q1A R2

ICH  

 

xxxxx

 

 

19

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx

xxx

xxxx

xxxxxxxxxxxxxxxxxxxxxxxxxxxxx

xxxxx
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41 3  

41 3 17

122

16 169

 

 

 

 

1  

 

 

1 1 1 6  

PROMUS

 

 

2 1 7 20  

15 3 19 36 ISO 10993-1-Biological 

evaluation of medical devices: Evaluation and testing

in vitro TK

/

PTT

C3a SC5b-9
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NC PTCA 22200BZX00792000

PTCA

21900BZX01322000

 

 

 

 

 

2  

 

 

1 1 1 18 1 21 28  

MRI

FEA

FEA

MRI
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FEA /

 

 

 

 

2 1 19 28 1 29 30  

/

 

 

 

3 1 29 33  

 

 

 

4 1 34  
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5 1 31  

 

 

 

 

 

3  

PROMUS in vivo

PROMUS in vivo

100

xxx �g/cm2 120

100 �g/cm2 120

PBMA

PVDF-HFP PROMUS

100 �g/cm2 xxx �g/cm2

Max Dose  

 

1 2 12  

in vivo

3.0×8 mm 3.5×8 mm 42 �g/ PROMUS

3.0×8 mm 37 �g/ 1

1 1 2 3 90

72

in vivo PROMUS

xxxxxxx 

ng/mL PROMUS xxxxxxx ng/mL

xxx ng/mL  

 

 

xxx

xxx

xxxxxxxxxxx

xxxxxx nxxx

xxx nxx
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PROMUS

3 PROMUS

192.9 �g

PROMUS

xxx �g/cm2 Max Dose

xxxxx �g  
 

3. 1  

 
mm  

 PROMUS  
 

2.25 mm 
�g  

 
2.50 2.75 mm

�g  

 
3.00 3.50 mm

�g  

 
2.50 3.00 mm

�g  

 
3.50 mm 

�g  

8 38.2 38.9 42.0 37 53 
12 57.3 60.6 60.1 56 75 
16 72.7 78.0 84.3 75* 98* 
20 91.8 95.4 102.4 88* 113* 
24 107.2 112.7 120.5 113* 151* 
28 126.3 130.1 138.6 132 181 
32 145.5 151.8 162.8   
38  177.9 192.9   

PROMUS PVDF-HFP 100 �g/cm2  
* 15 18 23 mm  

 
4  

PROMUS

xxx �g/cm2

 

 

1 GLP

3 1  

100 �g/cm2

PROMUS 8 mm

xxx

xxxxx

xxx
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4

 

 

4.  

    
 
 

 

  
PBMA
PVDF-HFP  

3.0 3.5 
mm 

8 mm

1 
 

 
PBMA
PVDF-HFP  

2 
 

 
  

 

3 PROMUS  
PBMA
PVDF-HFP L-605 

 

7 30 90 180 270 3

 

PROMUS

PROMUS

PROMUS

 

 

2 3 1  

PROMUS

 

PROMUS

53 28 27
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59 1

PROMUS  

 

 

 

 

 

 

 
ISO 14971

DES
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PLATINUM WH

PLATINUM PK Long lesion PLATINUM LL

PLATINUM Japan SV Japan SV

Small vessel PLATINUM 

SV  PLATINUM QCA  

PLATINUM WH PLATINUM PK

2.50 3.50 mm 8 28 mm

PLATINUM Japan SV PLATINUM LL  
 

 
1 PLATINUM Japan SV 1 4 1 13 20
20  

2.25 mm SV

Reference Vessel 

Diameter RVD  2.25 mm 2.5 mm 

28 mm 60

2.25 mm 12 32 mm 14

 

9 Major Adverse Cardiac Events MACE

 MACE Target Lesion 

Revascularization TLR Q Q

POBA MACE

24.1%  

60

40% 24/60 31.7% 19/60 28.3%

17/60 38.3% 23/60 26.7% 16/60

16.7% 10/60 18.3% 11/60 2.02±0.26 

mm ± 12.88±5.92 mm 72.65±11.08%

ACC/AHA B2/C 66.7% 40/60  

60 12 mm 24 20 mm

27 28 mm 3 32 mm 6 1  

2

6

12

0
0
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9 2

93.3% 56/60  

 

9 MACE 0.0% 0/60

95% 4.87% 24.1%

9 Target Vessel 

Revascularization TVR   TLR TVR

Target Lesion Failure TLF Target Vessel Failure

TVF 0.0%  

11/60 18.3% 14

3

2 2

1

CEC

32/60 53.3% 89 7

2 1 CEC

9  
 

2 PLATINUM LL 1 3 1 8 1 12 20

20  

2.50 mm 4.00 mm 32 mm 38 mm LL

RVD 

2.50 mm 4.25 mm 24 mm 34 mm

1 102 

30 2

 

102

2.56±0.40 mm 24.38±8.21 mm 71.70±10.96%

ACC/AHA B2/C 97.1% 99/102  

Intent to treat ITT  

102 2 100 Per 

Protocol PP  

12 TLF TLR

Q Q

TAXUS 2 19.4%

0

0
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111 32 mm 47 42.3% 38 mm 54

48.6% 1 88.2% 90/102 2 10.8% 11/102 3

1.0% 1/102  

2

6

12 6

2

96.0% 95/99 12 89.5% 85/95  

 

PP 12 TLF 3.2% 3/95

95% 7.96% 19.4%

ITT 12 TVF 4.2% 4/96 TLF

3.1% 3/96 TVR 4.1% 4/97 TLR 3.1% 3/97  

34/102 33.3% 71 2%

6.9% 7/102

4.9% 5/102 2.9% 3/102 2.0% 2/102

1 1 1.0%

12

 
 

3 PLATINUM WH 1 1 1 5 7 1 10 20

20  

2.50 mm 4.00 mm 12 mm 28 mm 

132 

RVD 2.50 mm 4.25 mm 24 mm 

2 PLATINUM WH 

PROMUS

1,530 

PE 768 PR 762 

 

12 TLF Farrington-Manning PR

PE

PP 12 TLF PE 3.4% PR

2.9% 3.5% P 0.0013 PR

PE ITT

0

0
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PE 12 TLR TVR TVF 0.9%

1.1% 1.9% 2.7% 4.2% PR 0.7% 1.8% 1.9% 2.9% 4.0%

PROMUS

5  

12

PE PR

5 PE 18

20 2.3% PR 23 28 3.0%

PROMUS

 

 

5. PLATINUM WH ITT  

 PR (N=762) PE (N=768) [95% CI] P * 

TVF 4.0% (29/727) 4.2% (31/742) 0.2% [-1.8%, 2.2%] 0.8549 

TLF 3.2% (23/727) 3.5% (26/742) 0.3% [-1.5%, 2.2%] 0.7164 

TVR 2.9% (21/732) 2.7% (20/745) -0.2% [-1.9%, 1.5%] 0.8293 

TLR 1.9% (14/732) 1.9% (14/745) 0.0% [-1.4%, 1.4%] 0.9625 

 1.2% (9/732) 1.3% (10/745) 0.1% [-1.0%, 1.3%] 0.8475 

 0.4% (3/725) 0.4% (3/735) 0.0% [NA] 1.0000 

[NA]: * �2  

 

4 PLATINUM PK 1 2 1 11 20 20

 

RVD 2.50 mm 4.25 mm

24mm 2 22

11 11 PLATINUM PK  

tmax 0.42 1.17 

Cmax 0.25 1.10 ng/mL 0 

24 AUC0-24h 0.64 9.96 ng h/mL 0 

AUC0-t 0.24 18.15 ng h/mL 

102.4 �g 4 3

Cmax AUC0-t AUC0-24h

 

0 0
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PLATINUM WH PROMUS

tmax 0.07 1.88 Cmax 0.17 2.40 ng/mL AUC0-24h 2.097 19.72 ng h/mL 7

 

 

5 PLATINUM SV 1 20 20  

2.25 mm

RVD 

2.25 mm 2.50 mm 28 mm 

1 94 3 PLATINUM SV  

12 TLF TAXUS 

2 21.1%  

94

34.0% 32/94 43.6% 41/94 22.3% 21/94

42.6% 40/94 39.4% 37/94 16.0% 15/94

2.1% 2/94 2.04±0.26 mm ±

14.15±7.03 mm 75.10±9.50% ACC/AHA

B2/C 69.1% 65/94  

ITT 94

 89 PP  

PP 12 TLF 2.4% 2 /84 P<0.0001

21.1% ITT

12 TVR TLR TLF TVF 3.3% 2.2% 5.6%

6.7% 12 4 ITT CEC

1 2 1

CEC

 

 

6 PLATINUM QCA 2 20 20  

RVD 2.25 mm 4.25 mm 34 mm 

1 100

PLATINUM QCA  

30 TLR ARC definite

probable 1.0% 1/100 1

TLR 1

5.7% 5/88 PROMUS

34.4%

0 0

0 0
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P < 0.0001 9 0.17 

±0.25mm ± N 73 0.44 mm

P < 0.0001  

 

 

 

1  

1  SV  

SV  

2.5 mm

SV

PLATINUM Japan SV

2.25 mm

POBA POBA 6 MACE

8.3% 30.3% [8-12] SV

POBA SV

 

 

2 LL  

LL

 

DES
[13]

LL

LL
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2  

1 SV PLATINUM Japan SV  

 

POBA

9 MACE

POBA

POBA

2.5mm 5 POBA BMS

POBA MACE 9

MACE 20.2% [95% 14.5 - 27.5] SV

DES

POBA

BMS

2.25mm 2.5mm 9 MACE

3.9%  

 

POBA 5 POBA

MACE 9

MACE 3.9%

5 POBA BMS

 

 

2 LL PLATINUM LL  

 

12 TLF TAXUS 

2 

19.4% 19.4% TAXUS V de 
novo 32 mm TAXUS Express TLF

occulo-stenotic reflex
12 occulo-stenotic reflex

TLF 16.9% 2.5%  

 

 

TAXUS Express 12 TLF 16.9%

2.5% FDA
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30 2

102

7

2012 2

PLATINUM WH

1,530 124 PLATINUM PK

2.50 3.50 mm 8 28 mm

32 mm 38 mm

 

 

3

 

PLATINUM WH PLATINUM PK

PLATINUM LL PLATINUM Japan SV

 

4

 

 

3  

1 SV  

SV

PLATINUM Japan SV

 



 26

 

PLATINUM Japan SV 9

12 366 396

396 MACE TLF

TLR 3.3% 2/60 PLATINUM WH

63 12 365 MACE TLF

TLR 6.3% 4/63 3.2% 2/63 1.6% 1/63

PLATINUM WH

1 PLATINUM Japan SV

 

 

 

PLATINUM Japan SV

PLATINUM SV

PLATINUM WH

PLATINUM 

Japan SV 40.0% PLATINUM SV 34.0%

PLATINUM Japan SV 18.3% PLATINUM SV 2.1%

 

 

2 LL  

 

PLATINUM LL

12 TLF 3.2% 19.4%

PLATINUM WH

2.50 3.50 mm 8 28 mm 12 TLF 3.4%

DES   

22100BZX00049000 38 mm ATLAS Long 

Lesion 12 MACE 10.9% TVR 10.2% TVF 10.2%
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LL

 

 

3  

 

2.50 3.50 mm 8 28 mm

PLATINUM WH

PROMUS

2 3

2.50 3.50 mm 8 28 mm

 

 

1 3  

SV

LL

DES

DES

5

 

 

4  

[14]
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PLATINUM

 

 

 

 

7  

 

5  

 

 

6 

12 
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PLATINUM Japan SV 1 75 mg

1 200 mg 6 1 81 mg

93.3% 56/60

9 2 6

6 

12 

 

DES

DES

 

 

6  

2.25 mm 3.50 mm 34 mm

 

 

 

2.25 mm 3.50 mm 34 mm

 

 

7  

RVD 2.25 mm 2.5 mm 

SV LL
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8  

PLATINUM LL

PLATINUM Japan SV PLATINUM LL

SV LL

SV 32 mm

LL

 

32 mm 38 mm

 

 

 

 

14 5
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QMS  

14 6

 

 

 

2.25 mm 2.5 mm

 

 

 

SV PLATINUM Japan SV PLATINUM SV

PLATINUM WH

LL PLATINUM 

LL

PLATINUM WH 38 

mm

PLATINUM WH

DES

 

SV

LL

DES

DES

1

2  



 32

32mm 38 mm

 

  

  

DES

DES 3

 

RVD 2.25 mm 2.5 mm 

2.25 mm 38 mm 32 

mm

 

 

 

 

 

2.25 mm 3.50 mm 34 mm

 

 

 

1. PLATINUM WH PLATINUM PK

PLATINUM LL PLATINUM Japan SV

 

2.
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