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Introduction

• Present interim, 24-month results of the prospective, non-
randomized, 
VQI-registry based, post-market surveillance study of IN.PACT™
Admiral™ drug-coated balloon for in-stent restenosis (ISR) of the 
femoral-popliteal artery

• Compare to other registry studies



Methods

• Multicenter study at 43 US sites within the SVS Vascular Quality Initiative

• 300 patients

• Follow-up 12, 24, 36 months

• Data collection using modification of existing VQI PVI case report form

DCB: drug-coated balloon; ISR: in-stent restenosis; PVI: peripheral vascular intervention; SFA: superficial femoral artery; SVS: Society for Vascular Surgery; VQI: Vascular Quality Initiative 



Methods

Target lesion revascularization (TLR)

within 12 months post-index procedure

Primary Endpoint

12, 24, and 36 months
All-cause mortality

Target lesion revascularization (TLR)

Target vessel revascularization (TVR)

Major target limb amputation

Technical success

defined as successful deployment of 
the balloon without resulting in 
occlusion and having residual stenosis 
≤30% and resting systolic pressure 
gradient <10 mmHg (if measured)

Secondary Endpoint



Methods

1. Patient ≥ 18 years of age

2. Single-limb and single-lesion      treatment 
during index procedure 

3. de novo or recurrent ISR in the     
superficial femoral and/or popliteal artery 

4. Documented ischemia with Rutherford 
classification 2, 3, or 4

5. Primary treatment of the ISR lesion with 
IN.PACT Admiral DCB 

Inclusion

1. Patients with bilateral femoropopliteal 
artery treatment 

2. Patients who have a history of tissue loss in 
the target limb 

3. Failure to successfully cross the             
target lesion with a guide wire 

Exclusion



Patient Characteristics



Lesion and Procedural Characteristics 

• Majority within SFA

• Over 50% TASC C/D

• Mean lesion length: 18 cm

• 43% total occlusions



Primary and Secondary Endpoints



Freedom From Any TLR



Freedom From TVR



Survival



Freedom From Target Limb Major Amputation 





Case 1

• F/91

• Claudication
• RCC 4

• PMHx
• DM

• HTN

• SFA stent placement, 8MA











• CT angiography
taken 15 month later



Case 2

• M/83

• Claudication
• RCC 4

• PMHx
• DM

• HTN

• PoA stent placement, 15MA













• CT angiography
taken 26 month later



Conclusions

• This post-market registry-based study of a paclitaxel DCB shows 
promising results in treating femoral-popliteal ISR with freedom from 
TLR of 90% at one year and 72% at two years

• Results demonstrate the ability of the VQI to conduct post-market 
evaluation of peripheral devices in partnership with industry and 
federal regulators 

• Limitation
• Does not describe or analyze preparatory treatment


