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Esprit BTK

2.5 mm 4.0 mm

Chronic Limb-Threatening Ischemia CLTI

-L-

-D, L-  

 

Percutaneous 

Transluminal Angioplasty PTA

LIFE-BTK LIFE-BTK PK

PTA

4 5 CLTI

 

1

74.5%

111/149 PTA 43.7% 31/71 30.8% 97.5%

17.0% PTA P<0.0001

76.5% 114/149 PTA 50.7%

36/71  
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30 6

96.9% 155/160

PTA 100.0% 85/85 -3.1% 97.5%

-7.1% -10%

PTA  

PTA

PTA

PTA 2

1 2

 

CLTI

PTA

PTA

 

CLTI

CLTI
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ABI Ankle-Brachial Index  
AT As-Treated  
AUC Area Under Curve  
BMI Body Mass Index  

CD-TLR 
Clinically-Driven Target Lesion 
Revascularization 

 

CEC Clinical Events Committee  
CLTI Chronic Limb-Threatening Ischemia  
DAPT Dual Antiplatelet Therapy 2  
DCB Drug Coated Balloon  
DSA Digital Subtraction Angiography  
DUS Duplex Ultrasound  
eGFR estimated Filtration Rate  
FEA Finite Element Analysis  
ITT Intent-To-Treat  
IVUS Intravascular Ultrasound  
MALE Major Adverse Limb Events  
NCT National Clinical Trials - 
OCT Optical Coherence Tomography  
OFDI Optical Frequency Domain Imaging  
PDLLA Poly-DL-Lactic Acid -D, L-  
PLLA Poly-L-Lactic Acid -L-  
PSV Peak Systolic Velocity  
PSVR Peak Systolic Velocity Ratio  

PTA 
Percutaneous Transluminal 
Angioplasty 

 

QOL Quality of Life  
RBP Rated Burst Pressure  
MRI Magnetic Resonance Imaging  
QVA Quantitative Vessel Angiography  
TBI Toe Brachial pressure Index  
WIfI Wound, Ischemia, and foot Infection - 
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1.

Esprit BTK

2.5 mm 4.0 mm

Chronic Limb-Threatening Ischemia CLTI

1

-L- Poly-L-Lactic Acid PLLA

-D, L-

Absorb GT1

22800BZX00406000 Absorb

Absorb Absorb

1

1

1

mm
mm

9*1 12 15 18 23 28 33 38
2.5

2.75
3.0

3.50
3.75
Absorb

*1 Absorb 8 mm

2.
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20 12 25 20 8 5

1

CLTI CLTI

CLTI

CLTI

Olive 17%

41% 42% 83% 1

Percutaneous Transluminal 

Angioplasty PTA

3 70% 2 CLTI

PTA PTA 1 15%

15% 3

2 IIa 4

5,6,7

CLTI

CLTI

Absorb

Absorb

Absorb

Absorb XIENCE Alpine 

22600BZX00529000

Absorb 2



9

in vitro 3

in vivo in vitro

2 Absorb

3 Mn  mm

2

2024 4

2
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2 2025 3

The Esprit™ BTK Everolimus Eluting Resorbable Scaffold 
System CLTI

2.5 mm 4.00 mm 
170 mm 

2024 4 26

3

2024 4 2025 2

3 4

3
1

0.1891%
0.1756%
0.0945%
0.0540%
0.0270%
0.0270%
0.0270%
0.0270%
0.0270%
0.0270%
0.0270%
0.0135%
0.0135%
0.0135%
0.0135%
0.0135%
0.0135%
0.0135%
0.0135%
0.0135%

1. 

4
1

0.1080%
0.0405%
0.0405%
0.0270%
0.0135%
0.0135%

1. 
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PTA

PTA

(1)

MRI

RBP

X

Absorb

1

2

1 Da

 wt%

2

1
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(2)  

 

in vitro

Absorb in vitro

 

 

 

 

 

(3)  

 

Absorb

 

 

 

 

 

 

(4)  

 

Absorb

Absorb 12

 

24 12 27 1227 5

 

FEA

FEA

 

 

 

Absorb
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(5)  

 

1   

 

MRI

RBP

X

 

 

 

 

 

2   

 

28 90 180 PK

 

1 2 1 3 1

OCT

28

XIENCE Alpine 90 180 Absorb

 

28 90

180 1

28 XIENCE Alpine 90 180

Absorb  

PK 2 3 3 1 3 1 3 7 14

28 60 90
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Absorb

 

 

 

 

 

41 3  

 

41 3

17 122

 

 

 

 

(1) 

1  

 

(2) 2

 

 

(3) 3

6 5

3 6

 

(4) 4

4

4  

(5) 7

2 3

7  
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(6) 8

8  

(7) 
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LIFE-BTK

LIFE-BTK PK  
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(1) LIFE-BTK NCT NCT04227899

1)

PTA

4 5 CLTI

PTA 50

5

5
2 1 PTA

CLTI
PTA

261 173 PTA 88
1

Clinically-Driven Target Lesion Revascularization CD-
TLR

Major Adverse Limb Event MALE

30
MALE 6

1. 4 5
CLTI

2. 2 PTA

1. 1 2

PTA
2. 70%

QVA IVUS OCT

3. 50%

4.

1.
2.

2

1.
2.
3. 50%

4.
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5. 

 
6. 

 
7.  
8.  

1. 1 2/3 2.5 mm 4.00 mm 2
/ 170 mm 1,790 μg

3 2 170 mm 4 50%
5 30 mm

170 mm  
2. 1 2

3 3 cm 4
5 6

7 8
 

 

intent-to-treat ITT

261

173 1 1 28 153 PTA

88 1 78 4 As-treated AT

173 1

2 PTA AT

170 PTA 90 2 1

 

 

4 ITT  

1 Esprit BTK
N=153

90 Esprit BTK
N=164

2
2

6 Esprit BTK
N=160

Esprit BTK
N=172

2

30 Esprit BTK
N=170

PTA
N=78

N=261

3

PTA
N=85

1

PTA
N=84

5
1

PTA
N=88

PTA
N=88

PTA
N=88

Esprit BTK
N=173

1

2
3

1

6
1
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1
a CD-TLRb

3,5,8,9 75% PTA

55% 0.0249 84% 222

30 MALE 6
c

95.7%10 95% -10%

0.025 90% 235 15%

260  

ITT  

 

2)  

6 7

8 261 271  

 

6 ITT  
  

(N=261) 
 

(N=173) 
PTA 

(N=88) 
 

[95% CI]1 

 [min, max] 72.6 ± 10.1 [47, 94] 73.3 ± 9.9 [47, 94] 71.1 ± 10.4 [49, 92] 2.2 [-0.4, 4.9] 
 31.8% (83/261) 32.4% (56/173) 30.7% (27/88) 1.7% [-10.48%, 13.01%] 

BMI (kg/m2) 28.21 ± 5.58 27.85 ± 5.47 28.94 ± 5.77 -1.09 [-2.55, 0.38] 

     

4 51.7% (135/261) 52.0% (90/173) 51.1% (45/88) 0.9% [-11.70%, 13.50%] 
5 48.3% (126/261) 48.0% (83/173) 48.9% (43/88) -0.9% [-13.50%, 11.70%] 

 49.8% (130/261) 49.1% (85/173) 51.1% (45/88) -2.0% [-14.56%, 10.65%] 
1. Newcombe  

 

 

7 ITT  

  
(N=261) 

 
( N=173) 

PTA 
(N=88) 

 
[95% CI]

1
 

 52.9% (138/261) 52.6% (91/173) 53.4% (47/88) -0.8% [-13.31%, 11.86%] 
 93.1% (243/261) 94.2% (163/173) 90.9% (80/88) 3.3% [-3.01%, 11.57%] 

 81.2% (212/261) 80.9% (140/173) 81.8% (72/88) -0.9% [-10.21%, 9.77%] 
 34.0% (66/194) 34.4% (44/128) 33.3% (22/66) 1.0% [-13.21%, 14.35%] 

 
a 50% / Duplex DUS Peak 
Systolic Velocity Ratio PSVR 2.4

Peak Systolic Velocity PSV
50%  

 PSV  
 / /  
 B  

DUS DUS  
b 70% CEC  
c /
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 14.4% (26/181) 14.3% (17/119) 14.5% (9/62) -0.2% [-12.23%, 9.75%] 
 15.7% (30/191) 14.7% (19/129) 17.7% (11/62) -3.0% [-15.41%, 7.36%] 

 70.5% (184/261) 71.1% (123/173) 69.3% (61/88) 1.8% [-9.45%, 13.80%] 
HbA1c >7.0% 43.5% (80/184) 43.9% (54/123) 42.6% (26/61) 1.3% [-13.80%, 15.86%] 

 16.1% (40/248) 16.9% (27/160) 14.8% (13/88) 2.1% [-8.09%, 10.95%] 
 62.1% (157/253) 62.5% (105/168) 61.2% (52/85) 1.3% [-10.92%, 14.03%] 

 19.4% (50/258) 19.4% (33/170) 19.3% (17/88) 0.1% [-10.72%, 9.63%] 

 35.0% (90/257) 34.7% (59/170) 35.6% (31/87) -0.9% [-13.39%, 10.94%] 

 14.6% (37/253) 13.2% (22/167) 17.4% (15/86) -4.3% [-14.57%, 4.61%] 
 13.5% (35/259) 11.7% (20/171) 17.0% (15/88) -5.3% [-15.37%, 3.23%] 

 3.1% (8/257) 3.5% (6/170) 2.3% (2/87) 1.2% [-4.78%, 5.52%] 
 13.5% (35/260) 14.0% (24/172) 12.5% (11/88) 1.5% [-8.13%, 9.49%] 

 16.0% (41/257) 15.8% (27/171) 16.3% (14/86) -0.5% [-10.83%, 8.37%] 
eGFR<30 ml/min/1.73 m2 7.3% (3/41) 0.0% (0/27) 21.4% (3/14) -21.4% [-47.59%, -2.80%] 
 11.2% (29/259) 12.3% (21/171) 9.1% (8/88) 3.2% [-5.66%, 10.45%] 

 3.1% (8/256) 1.8% (3/170) 5.8% (5/86) -4.0% [-11.23%, 0.62%] 
 4.6% (12/261) 4.0% (7/173) 5.7% (5/88) -1.6% [-8.88%, 3.56%] 

 12.9% (33/255) 15.4% (26/169) 8.1% (7/86) 7.3% [-1.78%, 14.70%] 
 8.8% (23/261) 9.2% (16/173) 8.0% (7/88) 1.3% [-7.03%, 7.92%] 

 6.5% (17/261) 8.1% (14/173) 3.4% (3/88) 4.7% [-2.25%, 10.19%] 
 6.6% (17/257) 5.9% (10/170) 8.0% (7/87) -2.2% [-10.25%, 4.00%] 

1. Newcombe  
 

 

8 ITT  

  
(N=261, L=271) 

 
(N=173, L=179) 

PTA 
(N=88, L=92) 

 
[95% CI]1 

     
 31.8% (83/261) 34.3% (59/172) 27.0% (24/89) 7.3% [-4.72%, 18.30%] 
 (PT) 16.1% (42/261) 15.1% (26/172) 18.0% (16/89) -2.9% [-13.18%, 6.13%] 

 18.8% (49/261) 16.3% (28/172) 23.6% (21/89) -7.3% [-18.21%, 2.53%] 
 (TPT) 15.7% (41/261) 15.1% (26/172) 16.9% (15/89) -1.7% [-11.94%, 7.09%] 

TPT – PT 8.8% (23/261) 8.7% (15/172) 9.0% (8/89) -0.3% [-8.72%, 6.50%] 
TPT –  8.8% (23/261) 10.5% (18/172) 5.6% (5/89) 4.9% [-2.97%, 11.18%] 

 (mm)  
[min, max]  

44.11 ± 30.87 
[3.82, 148.40] 

43.78 ± 31.84 (172) 
[3.82, 148.40] 

44.75 ± 29.07 (89)  
[5.33, 125.10] -0.97 [-8.71, 6.76] 

%  (DS, %) 
[min, max] 

73.0 ± 19.6 (261)  
[18, 100] 

72.6 ± 18.9 (172)  
[23, 100] 

73.7 ± 21.0 (89)  
[18, 100] -1.1 [-6.3, 4.1] 

% DS < 70% 34.1% (89/261) 36.0% (62/172) 30.3% (27/89) 5.7% [-6.55%, 17.04%] 
 16.9% (44/261) 15.1% (26/172) 20.2% (18/89) -5.1% [-15.65%, 4.21%] 

 28.4% (74/261) 32.0% (55/172) 21.3% (19/89) 10.6% [-0.97%, 20.90%] 
/  99.6% (260/261) 99.4% (171/172) 100.0% (89/89) -0.6% [-3.22%, 3.58%] 

 0.4% (1/261) 0.6% (1/172) 0.0% (0/89) 0.6% [-3.58%, 3.22%] 
2     

/  69.4% (188/271) 69.3% (124/179) 69.6% (64/92) -0.3% [-11.34%, 11.55%] 
 27.7% (75/271) 27.4% (49/179) 28.3% (26/92) -0.9% [-12.49%, 9.85%] 

 3.0% (8/271) 3.4% (6/179) 2.2% (2/92) 1.2% [-4.53%, 5.26%] 
1. Newcombe  
2. 11  

N = L =  
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3)  

9

30% 95.9% 163/170 PTA 72.6% 61/84

 

 

9 ITT  
  

(N=173, L=179, S=342) 
 

 

2.5 mm 18.3% (62/339) 
3.0 mm 45.7% (155/339) 
3.5 mm 27.7% (94/339) 
3.75 mm 8.3% (28/339) 

 
 

18 mm 18.3% (62/339) 
28 mm 24.5% (83/339) 
38 mm 57.2% (194/339) 
N = L = S =  

 

4)  

  

i)  

173 1 16

8 149

PTA 88 1

8 9 71

 

ITT 74.5% 111/149 PTA 43.7%

31/71 30.8% 97.5% 17.0% PTA

P<0.0001 10

5 PTA

p=0.0003

76.5% 114/149 PTA 50.7% 36/71 11  

 

10 ITT   
 

(N=173) 
PTA 

(N=88) 
 

(97.51% )2 P 3 

1  
[95% ]1 

74.5% (111/149) 
[66.7%, 81.3%] 

43.7% (31/71) 
[31.9%, 56.0%] 30.8% (17.0%) <0.0001 

1. Clopper-Pearson  
2. Newcombe  
3. 2 0.0249  

CD-TLR CEC  
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0 30 90 180 365 453

173 163 152 142 95 42

0 6 15 19 33 38

100.0% 96.5% 91.1% 88.6% 79.8% 74.2%

0.0% 3.5% 8.9% 11.4% 20.2% 25.8%
% SEM 0.0% 1.4% 2.2% 2.5% 3.2% 3.8%

PTA

88 82 78 67 33 15

5 6 8 16 36 39

94.3% 93.2% 90.9% 81.2% 54.5% 47.9%

5.7% 6.8% 9.1% 18.8% 45.5% 52.1%
% SEM 2.5% 2.7% 3.1% 4.2% 5.8% 6.2%

Chi-Square P
Log-Rank 13.104 1 0.0003

5 ITT

11 ITT

(N=261) (N=173)
PTA

(N=88) [95% CI]1

98.2% (216/220) 97.3% (145/149) 100.0% (71/71) -2.68%
[-6.70%, 2.70%]

86.4% (190/220) 87.9% (131/149) 83.1% (59/71) 4.82%
[-4.50%, 16.04%]

68.2% (150/220) 76.5% (114/149) 50.7% (36/71) 25.81%
[12.30%, 38.70%]

CD-TLR 90.0% (198/220) 92.6% (138/149) 84.5% (60/71) 8.11%
[-0.40%, 18.76%]

1. Newcombe
CD-TLR CEC

%
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ii)  

1 4 12 4

5

 

 

12  

      1 

1  53  
 

3.0 x 38 mm 4
3.0 x 18 mm 1  

pedal arch

 

 

2  148   
2.5 x 38 mm 1   

 

3  194  
 

3.0 x 38 mm 2
3.5 x 28 mm 1  

  

4  281   
3.5 x 38 mm 1    

1. CEC CEC  

 

iii)  

 

1 76.1% 54/71 PTA 80% 40/50

6 44.6% 37/83 55.6%

25/45 7 8

2 14 1 90 1

PTA 32

57 PTA 13 18 13   
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6 ITT

7 ITT

8 ITT
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13 ITT  
  

(N=45, W=75) 
 

(N=32, W=57) 
PTA 

(N=13, W=18) 
 

[95% CI]1 
 75 57 18  

 1.7 ± 1.0 1.8 ± 1.0 1.4 ± 1.1 0.4 [-0.3, 1.1] 
     

 41.3% (31/75) 45.6% (26/57) 27.8% (5/18) 17.84% [-8.30%, 37.76%] 
 58.7% (44/75) 54.4% (31/57) 72.2% (13/18) -17.84% [-37.76%, 8.30%] 
     

 44.0% (33/75) 42.1% (24/57) 50.0% (9/18) -7.89% [-32.01%, 16.73%] 
 2.7% (2/75) 3.5% (2/57) 0.0% (0/18) 3.51% [-14.26%, 11.92%] 

 18.7% (14/75) 15.8% (9/57) 27.8% (5/18) -11.99% [-36.20%, 7.18%] 
 2.7% (2/75) 3.5% (2/57) 0.0% (0/18) 3.51% [-14.26%, 11.92%] 

 24.0% (18/75) 26.3% (15/57) 16.7% (3/18) 9.65% [-14.89%, 26.31%] 
 8.0% (6/75) 8.8% (5/57) 5.6% (1/18) 3.22% [-17.59%, 14.37%] 

     
 68.0% (51/75) 66.7% (38/57) 72.2% (13/18) -5.56% [-25.58%, 19.96%] 

 32.0% (24/75) 33.3% (19/57) 27.8% (5/18) 5.56% [-19.96%, 25.58%] 
-  16.0% (12/75) 15.8% (9/57) 16.7% (3/18) -0.88% [-24.57%, 14.97%] 
-  4.0% (3/75) 3.5% (2/57) 5.6% (1/18) -2.05% [-22.41%, 7.53%] 
-   5.3% (4/75) 7.0% (4/57) 0.0% (0/18) 7.02% [-11.08%, 16.70%] 
-  1.3% (1/75) 1.8% (1/57) 0.0% (0/18) 1.75% [-15.89%, 9.29%] 
-   5.3% (4/75) 5.3% (3/57) 5.6% (1/18) -0.29% [-20.79%, 9.90%] 

 12.2% (9/74) 14.3% (8/56) 5.6% (1/18) 8.73% [-12.61%, 21.06%] 
 0.0% (0/74) 0.0% (0/56) 0.0% (0/18) 0.00% [-17.59%, 6.42%] 

1. Newcombe  
N W  

 
 

 

iv)  

9 30

1 0 3 81.4% PTA 72.5%

1 85.0% PTA 76.8%

2  
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9 ITT

ABI 14 PTA 0.87 0.32 0.91

0.33 30 1.06 0.26 1.05 0.28 1 1.06 0.30 1.02 0.28

ABI ABI 1.4

28 PTA 13

TBI 15 PTA 0.51 0.31

0.46 0.24 30 0.65 0.32 0.64 0.21 1 0.67 0.23 0.61

0.22

14 ABI ITT

(N=261) (N=173)
PTA

(N=88) [95% CI]1

[min, max]
0.88 ± 0.32 (227)

[0.02, 1.88]
0.87 ± 0.32 (150)

[0.02, 1.88]
0.91 ± 0.33 (77)

[0.16, 1.80] -0.05 [-0.14, 0.04]

30
[min, max]

1.06 ± 0.27 (216)
[0.32, 2.47]

1.06 ± 0.26 (143)
[0.32, 2.07]

1.05 ± 0.28 (73)
[0.56, 2.47] 0.01 [-0.07, 0.09]

90
[min, max]

1.05 ± 0.26 (193)
[0.30, 2.11]

1.06 ± 0.27 (132)
[0.30, 2.11]

1.05 ± 0.24 (61)
[0.69, 1.82] 0.01 [-0.07, 0.09]

180
[min, max]

1.02 ± 0.30 (213)
[0.04, 2.48]

1.01 ± 0.29 (141)
[0.04, 1.84]

1.03 ± 0.31 (72)
[0.50, 2.48] -0.02 [-0.11, 0.06]

1
[min, max]

1.04 ± 0.30 (198)
[0.27, 1.97]

1.06 ± 0.30 (129)
[0.27, 1.97]

1.02 ± 0.28 (69)
[0.49, 1.92] 0.03 [-0.05, 0.12]

1.

ABI 0



 

26 

15 TBI ITT  

  
(N=261) 

 
(N=173) 

PTA 
(N=88) 

 
[95% CI]1 

 
[min, max] 

0.49 ± 0.29 (79)  
[0.01, 1.43] 

0.51 ± 0.31 (50)  
[0.01, 1.43] 

0.46 ± 0.24 (29)  
[0.01, 1.03] 0.06 [-0.07, 0.18] 

30  
[min, max] 

0.65 ± 0.27 (90)  
[0.15, 1.41] 

0.65 ± 0.32 (49)  
[0.15, 1.41] 

0.64 ± 0.21 (41)  
[0.32, 1.25] 0.01 [-0.11, 0.12] 

90  
[min, max] 

0.66 ± 0.26 (88)  
[0.15, 1.37] 

0.64 ± 0.26 (49)  
[0.15, 1.29] 

0.69 ± 0.25 (39)  
[0.29, 1.37] -0.06 [-0.17, 0.05] 

180  
[min, max] 

0.58 ± 0.26 (92)  
[0.05, 1.49] 

0.61 ± 0.29 (51)  
[0.05, 1.45] 

0.56 ± 0.23 (41)  
[0.16, 1.49] 0.05 [-0.06, 0.15] 

1  
[min, max] 

0.65 ± 0.23 (86)  
[0.15, 1.20] 

0.67 ± 0.23 (50)  
[0.24, 1.20] 

0.61 ± 0.22 (36)  
[0.15, 1.16] 0.06 [-0.04, 0.16] 

1.  
TBI 0  

 

 

  

i)  

AT 96.9% 155/160 PTA

100.0% 85/85 -3.1% 97.5% -7.1%

-10% PTA

16 10

17

2 1 30 2

12 1 2 18  

 

16 AT  

  
(N=170) 

PTA 
(N=90) 

 
(97.5% )2 P 3 

MALE  
[95% ]1 

96.9% (155/160) 
[92.9%, 99.0%] 

100.0% (85/85) 
[95.8%, 100.0%] 

-3.1% 
(-7.1%) 0.0019 

1. Clopper-Pearson  
2. Newcombe  
3. Farrington-Manning -10% 0.025  
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0 30 90 180 365 453

170 166 162 162 153 152

0 3 4 4 5 5

100.0% 98.2% 97.6% 97.6% 97.0% 97.0%

0.0% 1.8% 2.4% 2.4% 3.0% 3.0%
% SEM 0.0% 1.0% 1.2% 1.2% 1.3% 1.3%

PTA
90 90 89 87 84 84

0 0 0 0 0 0

100.0% 100.0% 100.0% 100.0% 100.0% 100.0%

0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
% SEM 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%

Chi-Square P
Log-Rank 2.684 1 0.10

CEC

10 AT

17 AT

(N=260) (N=170)
PTA

(N=90) [95% CI]1

MALE 98.8% (242/245) 98.1% (157/160) 100.0% (85/85) -1.9% [-5.4%, 2.6%]
99.2% (243/245) 98.8% (158/160) 100.0% (85/85) -1.2% [-4.4%, 3.2%]
99.6% (244/245) 99.4% (159/160) 100.0% (85/85) -0.6% [-3.5%, 3.7%]
99.2% (243/245) 98.8% (158/160) 100.0% (85/85) -1.2% [-4.4%, 3.2%]

1. Newcombe
CEC

%



 

28 

18 30  
     1 2 

1  52     

2  13     
3  17     

1. 2. CEC  

 

ii)  

CEC 19 1 18 12 PTA 6

11 7

COVID-19 1

PTA 1 COVID-19  

 

19 1  
   CEC   1 Covid 1 

1  13     

2  17     

3  34     

4  43     

5  127     

6 PTA 132     

7  141     

8  209     

9 PTA 213     

10  227     

11  252     

12 PTA 290     

13  295     

14  299  
 

  

15 PTA 337     

16 PTA 354     

17  358     

18 PTA 378     
1. CEC  

 

iii) CD-TLR  

23 26 13 15 PTA 10

11

2 2

1

3

20 4
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20 1  
    1 2 

1  28    

2  29 
PTA  

  

3  188 
PTA  

  

4  295 PTA PTA
 

  

1. 2. CEC  
 

31 34 13 15 PTA 18 19 CD-TLR

25 27 10 10 PTA 15 17  

 

iv)  

13 21

PTA PTA

42 PTA 32 22  

 

21 1  
  

SOC  
PT   N=173  

 13 6.4% (11/173) 
 4 1.7% (3/173) 

 2 0.6% (1/173) 
 2 1.2% (2/173) 

 2 1.7% (3/173) 
 2 1.7% (3/173) 

 1 0.6% (1/173) 
 1 0.6% (1/173) 

 6 3.5% (6/173) 
 3 1.7% (3/173) 
 1 0.6% (1/173) 
 1 0.6% (1/173) 

 1 0.6% (1/173) 
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22 1  
   PTA 

SOC   
PT    

(N=261)    
(N=173)    

(N=88)  

 74  22.6% (59/261) 42  20.2% (35/173) 32  27.3% (24/88) 
 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  

 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  

  1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 3  1.1% (3/261)  3  1.7% (3/173)  0  0.0% (0/88)  

 3  1.1% (3/261)  3  1.7% (3/173)  0  0.0% (0/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  

 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 27  8.8% (23/261)  16  6.9% (12/173)  11  12.5% (11/88) 

  10  3.8% (10/261)  3  1.7% (3/173)  7  8.0% (7/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  

 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  

 3  0.8% (2/261)  2  0.6% (1/173)  1  1.1% (1/88)  
 4  1.5% (4/261)  4  2.3% (4/173)  0  0.0% (0/88)  

 6  1.9% (5/261)  4  1.7% (3/173)  2  2.3% (2/88)  
 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  

 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  
 9  3.1% (8/261)  3  1.2% (2/173)  6  6.8% (6/88)  

  1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  
 8  2.7% (7/261)  3  1.2% (2/173)  5  5.7% (5/88)  
 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  

 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  
 2  0.8% (2/261)  1  0.6% (1/173)  1  1.1% (1/88)  

 2  0.8% (2/261)  1  0.6% (1/173)  1  1.1% (1/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  

 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 3  1.1% (3/261)  1  0.6% (1/173)  2  2.3% (2/88)  
 2  0.8% (2/261)  0  0.0% (0/173)  2  2.3% (2/88)  

 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 24  8.8% (23/261)  15  8.7% (15/173)  9  9.1% (8/88)  

 3  1.1% (3/261)  3  1.7% (3/173)  0  0.0% (0/88)  
 3  1.1% (3/261)  3  1.7% (3/173)  0  0.0% (0/88)  

 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  

 2  0.8% (2/261)  2  1.2% (2/173)  0  0.0% (0/88)  
 2  0.8% (2/261)  1  0.6% (1/173)  1  1.1% (1/88)  

 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  
 1  0.4% (1/261)  0  0.0% (0/173)  1  1.1% (1/88)  

 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
 8  2.7% (7/261)  2  1.2% (2/173)  6  5.7% (5/88)  

 1  0.4% (1/261)  1  0.6% (1/173)  0  0.0% (0/88)  
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v)

1 113 99

25

14

(2) LIFE-BTK PK NCT NCT05208905

LIFE-BTK PK

5

LIFE-BTK PK 23

23 LIFE-BTK PK
CLTI

9

15 0
10 30 1 2 4 6

12 24 1 2 3 4 5 7 14 30 60

5

9

 μg

 mm  mm

4

5

15 0

10 30 1 2 4 6 12 24

2 3 4 5 7 14 30 60

Cmax 9.6 50.5 ng/mL 21.3 ng/mL tmax

0.25 0.817 0.328 AUC0-24 97 337 h.ng/mL 192.3 h.ng/mL

AUCt 243 1,100 h.ng/mL 568.2 h.ng/mL AUC0-∞ 262 1,151 h.ng/mL 612.3 h.ng/mL

t1/2 65.6 211.2 109.2

24
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24  

 
 

 
(μg) 

Cmax 
(ng/ml) 

tmax 
(h) 

AUC0-24 
(h.ng/ml) 

AUCt 
(h.ng/ml) 

AUC0-∞ 
(h.ng/ml) 

t1/2 
(h) 

 
(N=9) 

1,820.9 
(243.6) 

21.3 
(12.7) 

0.328 
(0.28) 

192.3 
(79.2) 

586.2 
(285.3) 

612.3 
(291.6) 

109.2 
(45.3) 

DCB  
(N=4) 

1,757.8 
(303.4) 

24.9 
(17.5) 

0.204 
(0.167) 

196.3 
(104.7) 

604.0 
(357.1) 

636.0 
(367.3) 

106.1 
(70.4) 

DCB  
(N=5) 

1,871.4 
(206.1) 

18.4 
(8.4) 

0.427 
(0.329) 

189.2 
(65.5) 

572.0 
(258.1) 

593.4 
(260.5) 

111.7 
(18.9) 

DCB Cmax tmax AUC0-24 0
24 - AUC AUCt 0
t AUC AUC0- 0 AUC t1/2  

 

 

Absorb Absorb BVS Absorb

PK

 

Cmax 114±36 ng/mL
12 LIFE-BTK PK Cmax

 

LIFE-BTK PK

Absorb XIENCE Alpine 

PK  

 

 

(1)  

 

Absorb

CLTI

2016 AHA/ACC Guideline on the Management of Patients With Lower Extremity 

Peripheral Artery Disease13 2022 4

1

PTA

 

 

 

CLTI 70 80% 50%
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4  

6 7

CLTI 1 4

WIfI

CLTI

 

99.6% 260/261 0.4% 1/261

4 cm CLTI

20 cm 14 CLTI

d 

 

(2)  

  

 

6

CD-TLR

100

DUS PSVR

6 1 1

CD-TLR

85% 75% PTA 65% 55%

225 260  

 DUS PSVR

PSVR
15  

 6 1

16,17 6

 

 

 
d 54  
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PSVR

 

 

  

MALE

CLTI
18

WIfI WIfI 1

 

 

(3)  

1   

  

CD-TLR PTA

PTA

1

1

 

 

 

4

CEC 4 3

1

1

 

4 5

6 4 2.4%
5,8,19,20 1.6% 8.8%
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LIFE-BTK PK

 

 

1

CLTI

18

PTA

30%

 

 

 

114 PTA 55

PTA

CD-TLR 25 1

72.7% PTA 78.3% 26

ABI TBI 30 1

27 28  

 

25  

  

  
(N=169) 

 
(N=114) 

PTA 
(N=55) 

 
[95% CI] 

 
 

67.8% (97/143) 
[59.51%, 75.39%] 

78.8% (78/99) 
[69.42%, 86.36%] 

43.2% (19/44) 
[28.35%, 58.97%] 

35.61% 
[18.43%, 50.77%] 

    100.0% (143/143) 
[97.45%, 100.00%] 

100.0% (99/99) 
[96.34%, 100.00%] 

100.0% (44/44) 
[91.96%, 100.00%] 

0.00% 
[-3.74%, 8.03%] 

    87.4% (125/143) 
[80.84%, 92.37%] 

90.9% (90/99) 
[83.44%, 95.76%] 

79.5% (35/44) 
[64.70%, 90.20%] 

11.36% 
[-0.45%, 26.03%] 

    70.6% (101/143) 
[62.44%, 77.94%] 

78.8% (78/99) 
[69.42%, 86.36%] 

52.3% (23/44) 
[36.69%, 67.54%] 

26.52% 
[9.87%, 42.43%] 

   CD-TLR  93.0% (133/143) 
[87.52%, 96.60%] 

97.0% (96/99) 
[91.40%, 99.37%] 

84.1% (37/44) 
[69.93%, 93.36%] 

12.88% 
[3.18%, 26.48%] 

95% Clopper-Pearson 95% ClopperNewcombe  
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26  

 

27 ABI  

 

28 TBI  

  
(N=47, W=68) 

PTA 
(N=24, W=39) 

 
[95% CI]1 

  
 

 
 

 
 

 
 

 
 

 0.0% (0/68) 0.0% (0/45) 0.0% (0/39) 0.0% (0/24) 0.00% 
[-13.80%, 7.87%] 

14  2.9% (2/69) 2.2% (1/45) 0.0% (0/39) 0.0% (0/24) 2.22% 
[-11.70%, 11.57%] 

30  7.5% (5/67) 6.7% (3/45) 5.7% (2/35) 4.2% (1/24) 2.50% 
[-14.16%, 14.20%] 

42  13.8% (8/58) 8.9% (4/45) 14.8% (4/27) 12.5% (3/24) -3.61% 
[-22.88%, 10.77%] 

90  19.6% (11/56) 11.1% (5/45) 29.6% (8/27) 20.8% (5/24) -9.72% 
[-30.34%, 7.24%] 

180  44.0% (22/50) 22.2% (10/45) 53.6% (15/28) 41.7% (10/24) -19.44% 
[-41.21%, 2.76%] 

1  72.7% (32/44) 40.0% (18/45) 78.3% (18/23) 45.8% (11/24) -5.83% 
[-28.92%, 17.27%] 

1. Newcombe  

  
(N=169) 

 
(N=114) 

PTA 
(N=55) 

 
[95% CI]1 

 
[min, max] 

0.89 0.33 (152) 
[0.02, 1.88] 

0.88 0.34 (103) 
[0.02, 1.88] 

0.91 0.29 (49) 
[0.40, 1.64] -0.02 [-0.13, 0.08] 

30  
[min, max] 

1.06 0.25 (142) 
[0.33, 2.47] 

1.07 0.23 (96) 
[0.33, 1.80] 

1.05 0.29 (46) 
[0.58, 2.47] 0.02 [-0.07, 0.12] 

90  
[min, max] 

1.04 0.22 (126) 
[0.30, 1.80] 

1.05 0.23 (89) 
[0.30, 1.80] 

1.02 0.21 (37) 
[0.69, 1.77] 0.02 [-0.06, 0.10] 

180  
[min, max] 

1.03 0.29 
[0.31, 2.48] 

1.04 0.28 (99) 
[0.31, 1.84] 

1.02 0.31 (45) 
[0.62, 2.48] 0.03 [-0.08, 0.13] 

1  
[min, max] 

1.05 0.31 (132) 
[0.27, 1.96] 

1.06 0.31 (88) 
[0.27, 1.96] 

1.01 0.29 (44) 
[0.49, 1.92] 0.05 [-0.06, 0.16] 

1.  
ABI 0  

 

  
(N=169) 

 
(N=114) 

PTA 
(N=55) 

 
[95% CI]1 

 
[min, max] 

0.54 ± 0.33 (42) 
[0.01, 1.43] 

0.57 ± 0.35 (27) 
[0.02, 1.43] 

0.49 ± 0.29 (15) 
[0.01, 1.03] 0.08 [-0.12, 0.29] 

30  
[min, max] 

0.69 ± 0.27 (51) 
[0.15, 1.41] 

0.71 ± 0.31 (28) 
[0.15, 1.41] 

0.66 ± 0.22 (23) 
[0.33, 1.25] 0.04 [-0.10, 0.19] 

90  
[min, max] 

0.68 ± 0.29 (55) 
[0.15, 1.37] 

0.65 ± 0.29 (32) 
[0.15, 1.29] 

0.72 ± 0.29 (23) 
[0.29, 1.37] -0.07 [-0.23, 0.09] 

180  
[min, max] 

0.58 ± 0.26 (58) 
[0.11, 1.49] 

0.60 ± 0.27 (32) 
[0.11, 1.10] 

0.56 ± 0.26 (26) 
[0.16, 1.49] 0.04 [-0.10, 0.18] 

1  
[min, max] 

0.65 ± 0.23 (56) 
[0.15, 1.20] 

0.69 ± 0.25 (33) 
[0.24, 1.20] 

0.59 ± 0.21 (23) 
[0.15, 1.00] 0.10 [-0.02, 0.22] 

1.  
TBI 0  
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PTA CLTI

 

Olive 1 CLTI 8

PTA
2 CD-TLR

PTA 25

 

 

  

1

 

1

27.7% 3.0% 8

 

 

 

DSA Digital Subtraction Angiography

DSA DSA

 

IVUS OCT IVUS OCT

IVUS 37 22



 

38 

OCT 25 9 62 31 50% IVUS

OCT 271 23%

 

1

29 IVUS OCT

OCT 1  

 149 PTA 71  

 IVUS OCT

33 PTA 18  

 IVUS 18 PTA 10  

 OCT 15 PTA 8  

70.0% 28/40 76.1% 83/109

PTA  

IVUS OCT

64.7% 11/17 68.8% 11/16

PTA 18

 

PTA PTA

PTA

 

 

29  
     

 
 74.5% 111/149  

66.7%, 81.3%  
70.0% 28/40  

53.5%, 83.4%  
76.1% 83/109  

67.0%, 78.6%  

PTA 43.7% 31/71  
31.9%, 56.0%  

36.4% 8/22  
17.2%, 59.3%  

46.9% 23/49  
32.5%, 61.7%  

 

 
(IVUS OCT  

 66.7% 22/33  
48.2%, 82.0%  

64.7% 11/17  
38.3%, 85.8%  

68.8% 11/16  
41.3%, 89.0%  

PTA 38.9% 7/18  
17.3%, 64.3%  

50.0% 3/6  
11.8%, 88.2%  

33.3% 4/12  
9.9%, 65.1%  
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IVUS OCT

180

PTA

PTA

IVUS OFDI

2

PTA

1 17 1

13 15 9

6

CD-TLR

Absorb

21 Absorb

Absorb

1 4

PTA
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 LIFE-BTK PK 1,397 2,074 g 1,821 

g 170 mm

1,790 μg  

 

3   

 

ITT 2 61.5%

75/122 PTA 32.8% 21/64 30 PTA

 

AT 1 1 MALE

94.2% 145/154 PTA 100.0% 82/82 2

2 MALE 90.4% 123/136 PTA 95.9% 70/73

31  

 

30 2 ITT  

  

  
(N=261) 

 
(N=173) 

PTA 
(N=88) 

 
[95% CI]1 

2  
 51.6% (96/186) 61.5% (75/122) 32.8% (21/64) 28.66% 

[13.59%, 41.76%] 

 94.6% (176/186) 93.4% (114/122) 96.9% (62/64) -3.43% 
[-9.70%, 4.79%] 

 79.6% (148/186) 81.1% (99/122) 76.6% (49/64) 4.59% 
[-7.12%, 17.71%] 

 57.0% (106/186) 64.8% (79/122) 42.2% (27/64) 22.57% 
[7.52%, 36.37%] 

CD-TLR  84.4% (157/186) 88.5% (108/122) 76.6% (49/64) 11.96% 
[0.89%, 24.50%] 

1. Newcombe  
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31 1 2 AT

N=260 N=170
PTA

N 90 [95%CI]1

1 96.2% (227/236) 94.2% (145/154) 100.0% (82/82) -5.84%
[-10.73%, -0.60%]

1 MALE 97.0% (229/236) 95.5% (147/154) 100.0% (82/82) -4.55%
[-9.08%, 0.50%]

98.3% (232/236) 97.4% (150/154) 100.0% (82/82) -2.60%
[-6.49%, 2.15%]

2 98.7% (233/236) 98.1% (151/154) 100.0% (82/82) -1.95%
[-5.57%, 2.71%]

30 99.2% (234/236) 98.7% (152/154) 100.0% (82/82) -1.30%
[-4.61%, 3.27%]

2 92.3% (193/209) 90.4% (123/136) 95.9% (70/73) -5.45%
[-12.13%, 2.81%]

2 MALE 93.3% (195/209) 91.9% (125/136) 95.9% (70/73) -3.98%
[-10.39%, 4.11%]

95.2% (199/209) 94.1% (128/136) 97.3% (71/73) -3.14%
[-8.80%, 4.16%]

2 97.6% (204/209) 97.1% (132/136) 98.6% (72/73) -1.57%
[-6.09%, 4.68%]

30 99.0% (207/209) 98.5% (134/136) 100.0% (73/73) -1.47%
[-5.20%, 3.64%]

1. Newcombe
2. /

Absorb OCT

6

6
e

22

Absorb 1
23

Abbott

OCT

f

1 CD-TLR

PTA 2

1 2

e 18.2% 8/44 6 98%
f 1
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Absorb in vitro

Absorb

2

 

 

4   

 

 

 

P2Y12
24

32 33  

 

32 DAPT  
   

 DAPT 12  
12 -5  

DAPT 12  
P2Y12 12 -5  

PTA  DAPT 1  
1 -5  

DAPT 1  
P2Y12 1 -5  

 
5  5  

PTA  
12  

12  
12  

12  
DAPT 2  
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33 ITT  

   
(N=261) 

 
(N=173) 

PTA  
(N=88) 

  
[95% CI]3 

 17.2% (45/261) 17.9% (31/173) 15.9% (14/88) 2.0% [-8.32%, 10.91%] 
 6.9% (18/261) 8.7% (15/173) 3.4% (3/88) 5.3% [-1.73%, 10.87%] 
 (day)1 

[min, max] 
342.1 ± 124.3 (18)  

[0, 393] 
360.7 ± 99.2 (15)  

[14, 393] 
249.0 ± 216.5 (3)  

[0, 393] 111.7 [-397.9, 621.4] 

30 2 88.9% (16/18) 93.3% (14/15) 66.7% (2/3) 26.7% [-9.04%, 72.89%] 
180 2 94.1% (16/17) 100.0% (14/14) 66.7% (2/3) 33.3% [-1.34%, 79.23%] 
365 2 87.5% (14/16) 100.0% (13/13) 33.3% (1/3) 66.7% [15.41%, 93.85%] 

P2Y12  10.3% (27/261) 9.2% (16/173) 12.5% (11/88) -3.3% [-12.45%, 4.26%] 
 (day)1 

[min, max] 
305.9 ± 150.3 (27)  

[8, 393] 
285.1 ± 165.2 (16) 

[8, 393] 
336.0 ± 127.1 (11) 

[62, 393] -50.9 [-167.0, 65.2] 

30 2 96.3% (26/27) 93.8% (15/16) 100.0% (11/11) -6.2% [-28.33%, 20.14%] 
180 2 87.0% (20/23) 84.6% (11/13) 90.0% (9/10) -5.4% [-33.46%, 26.98%] 
365 2 87.0% (20/23) 84.6% (11/13) 90.0% (9/10) -5.4% [-33.46%, 26.98%] 

 10.0% (26/261) 9.2% (16/173) 11.4% (10/88) -2.1% [-11.12%, 5.18%] 
 0.0% (0/261) 0.0% (0/173) 0.0% (0/88) 0.0% [-4.18%, 2.17%] 
 0.4% (1/261) 0.0% (0/173) 1.1% (1/88) -1.1% [-6.16%, 1.23%] 
 0.0% (0/261) 0.0% (0/173) 0.0% (0/88) 0.0% [-4.18%, 2.17%] 

 0.0% (0/261) 0.0% (0/173) 0.0% (0/88) 0.0% [-4.18%, 2.17%] 
DAPT 82.4% (215/261) 81.5% (141/173) 84.1% (74/88) -2.6% [-11.53%, 7.78%] 

 76.6% (200/261) 76.9% (133/173) 76.1% (67/88) 0.7% [-9.54%, 12.13%] 
 0.8% (2/261) 1.2% (2/173) 0.0% (0/88) 1.2% [-3.11%, 4.12%] 
 4.2% (11/261) 2.9% (5/173) 6.8% (6/88) -3.9% [-11.38%, 1.27%] 
 0.0% (0/261) 0.0% (0/173) 0.0% (0/88) 0.0% [-4.18%, 2.17%] 

 0.8% (2/261) 0.6% (1/173) 1.1% (1/88) -0.6% [-5.60%, 2.23%] 
 (day)1 

[min, max] 
323.1 ± 124.9 (215)  

[1, 393] 
322.0 ± 126.9 (141) 

[1, 393] 
325.1 ± 121.7 (74) 

[4, 393] -3.1 [-38.1, 32.0] 

30 2 97.6% (207/212) 98.6% (136/138) 95.9% (71/74) 2.6% [-1.94%, 9.88%] 
180 2 87.6% (177/202) 87.1% (115/132) 88.6% (62/70) -1.5% [-10.19%, 9.17%] 
365 2 78.6% (154/196) 79.7% (102/128) 76.5% (52/68) 3.2% [-8.31%, 16.06%] 

 0.4% (1/261) 0.6% (1/173) 0.0% (0/88) 0.6% [-3.63%, 3.20%] 
1. 0 1 393  
2. 1  
3.  Newcombe  
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