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IN.PACT DCB vs BMS in FP Lesions



What would you choose?



DCB vs. PTA in randomized trials

DCB vs. BMS



IN.PACT admiral DCB programs

Patency values are KM estimates, Primary Patency is defined as the freedom from core laboratory-assessed restenosis (duplex ultrasound PSVR ≤2.4) or clinically-driven target lesion revascularization through 12 months (adjudicated by a Clinical Events Committee). 
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IN.PACT SFA Trial 1

(N=331, DCB 220 : PTA 110)

1-year
Patency

1-year
CD-TLR

2-years
Patency

2-yeas
CD-TLR

3-years
Patency

3-years
CD-TLR

4-years
CD-TLR

5-years
CD-TLR

IN.PACT Japan Trial 2

(N=100, DCB 68 : PTA 32)

IN.PACT China Trial 3

(N=143)

Clinical Cohort 4

(N=1406)
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In-stent Restenosis 5

(N=131)

Long Lesion 6

(N=157)

CTO 7

(N=126)

Complex Lesion 8

(N=227)

CLI : RCC 4 & 5 10

(N=156)

Stented 11

(N=353)

No-Stented 11

(N=1044)
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8.9 cm

9.2 cm

10.4 cm

12.1 cm

17.2 cm

26.4 cm

22.8 cm

28.7 cm

13.9 cm

15.37 cm

10.97cm

Lesion
Length

87.5% 2.4% 79.0% 9.1% 69.5% 15.2% 23.2% 25.5%

93.9% 2.9% 79.8% 9.1% 68.9% 14.9%

90.9% 2.9%

N/A 7.5% N/A 16.9% N/A 23.5% 26.6%

88.7% 7.3%

91.1% 6.0%

85.3% 11.3%

89.1% 7.1%

N/A 14.1%

N/A 8.6%

N/A 7.2%

N/A 19.6%

N/A 16.1%

7.3%

4.4%

4.2%

25.3%

14.5%

40.4%

46.8%

N/A

23.4%
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-

Provisional
Stenting

Asian Subset 9

(N=114)
17.4 cm N/A 3.8%19.3%

1-Medtronic Data on file. “The IN.PACT SFA Trial investigated the safety and efficacy of IN.PACT™
Admiral™ DCB versus PTA.: 1-year Outcomes: IN.PACT™ Admiral™ IFU M052624T001 Rev. 1F | 2-year 
Outcomes: Laird et al, JACC, VOL. 66, NO.21, 2015 | 3-year Outcomes: Schneider et al. CircCardiovasc 
Interv. 2018;11:e005891 | 4-year Outcomes: Schneider, P., VIVA 2017 | 5-year Outcomes: Laird, J., VIVA 
2018
2-Medtronic data on file: 1-year Outcomes: Iida et al, JEVT, VOL .25 (1) 109-117 | 2-year outcomes-
Iida,,O., LINC 2018 | 2-year outcomes-Iida,,O., LINC 2019 
3-Medtronic data on file: 1-year Outcomes: Zhong Chen, VEITH 2017
4-Medtronic data on file: 1 year outcomes: Michael Jaff, DO, VIVA 2016 | 2-year Outcomes: IN.PACT Global 
Study Two-year outcomes Full Clinical Cohort. Zeller, T. VIVA 2017| | 3-year Outcomes: IN.PACT Global 
Study Three-year outcomes Full Clinical Cohort. TepeG.CIRSE 2018 | IN.PACT Global Study 4Y outcomes Full 
Clinical Cohort. Zeller, T. VIVA 2019
5-Medtronic data on file: M. Broadmann et a lJACC: Cardiovascular Interventions, Volume 10, Issue 20, 
October 2017
6-Medtronic data on file: D. Sheinert , EuroPCR 2015
7-Medtronic data on file: G. Tepe, LINC 2018
8-IN.PACT™ Admiral™ IFU M052624T001 Rev. 1G
9-Medtronic data on file: D.H. Choi, LINC 2017
10-Medtronic data on file: M. Reijnen, LINC 2018
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30.6%



Types of Nitinol BMS



Good Points of Stent : Recoil, Dissection

Stent guarantee the Success



Traditional Tx. for FP lesions

Stenting after POBA is the Basic.



Well Known Limitations of SFA stenting

• Patency in Long Lesion?
• Stent Fracture
• Restenosis : Tosaka 3
• Thrombosis
• Cost-Effective?



US trends in Peripheral Vascular Interventions

• Vascular Quality Initiative
• 2010-2107, All FP EVT, 74,842 EVTs
• Before vs. After 1st drug coated device entry into the database (Sep. 2016)

POBA

BMS

Atherectomy

DCB

DES

Before
Sep 2016

After
Sep 2016

40%

45%

15% 22%

26%

8%

37%

8%



Market Share of DCBs in Korea

2020

2021

2022

10%

18%

15%
57%

6%
13%

30%
51%

5%
13%

33%
52%



Why do they sell the most in Korea?

Highest Patency
Unparalleled Effectiveness



Why do they sell the most in Korea?

Concrete Evidence
Long term Effectiveness



Why do they sell the most in Korea?

IN.PACT

Lutonix

Passeo-18 Lux

Sequent Please

Ranger

Aug 2015

Oct 2018

May 2018

Aug 2018

Feb 2019

조강지처糟糠之妻
Wife who has shared one’s difficulties



DCB vs. BMS in FP disease

VERSUS



DCB vs. BMS in FP disease

Shishehbor MH et al. J Am Coll Cardiol 2023;81:237-249

• Patient level pooled analysis
• 4 prospective multicenter pivotal trials
• Clinical outcomes to 36 Mos
• Primary patency to 12 Mos



Study Design



IPTW adjusted Demographics

Shishehbor MH et al. J Am Coll Cardiol 2023;81:237-249



Results (1) : 12 Months

Shishehbor MH et al. J Am Coll Cardiol 2023;81:237-249



Results (2) : 36 Months

Shishehbor MH et al. J Am Coll Cardiol 2023;81:237-249



Results (3) : Outcomes removed Provisional stenting @ 36 Mos

Shishehbor MH et al. J Am Coll Cardiol 2023;81:237-249

• Provisional stenting rate in DCB arm : 6.6%
• Outcomes with removed provisional stenting



Going Back to : PTA vs. BMS



Wrap Up

• Patient level pooled analysis : DCB vs. BMS

• DCBs showed superior primary patency @ 12 mos & CD-TLR @ 36 mos vs. BMS

• No significant difference in all-cause mortality @ 36 mos

• Not all DCB in FP showed same results

• IN.PACT DCB > BMS = PTA in FP lesions



DCB showed some better results 
versus BMS in FP

Many thanks for your attention


