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The Belgian Diabetic In.Pact Trial 

3 27-1-2016 

Ç OBJECTIVE 

 

V Demonstrate the  efficacy of paclitaxel coated balloon to 

inhibit restenosis of SFA, PA and BTK in a diabetic 

population 

 

Ç OVERVIEW 

 

V Investigator initiated study 

V Multicenter trial 

V Randomized (1:1)  

V In.Pact drug coated balloon (IN.PACT Pacific, IN.PACT 

admiral and IN.PACT Amphirion) versus standard balloon + 

provisional stenting 

V Primary endpoints: 6-month mean and binary restenosis 

V Secondary endpoint:  clinically driven TLR at 6 months 
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ÇInclusion 

 
V Diabetic (non-pregnant) patients >18 years 

V RC 3-4-5 

V Ó 50% Lesions or Ò 5cm occlusion of SFA 

V Ó 50% Lesions or occlusion of PA and BTK- Ò 10 cm 

V Diameter Ó 2 mm and Ò 7mm  
 

ÇExclusion 

 
V Life expectancy Ò 1 year 

V In stent restenosis 

V Previous surgical distal revascularization 

V Contra-indication for anticoagulant therapy 

V Included in other studies 
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In patients with CLI, IA-DEB had comparable efficacy to PTA. While 

primary safety was met, there was a trend towards an increased major 

amputation rate through 12 months compared to PTA. (Study of IN.PACT 

Amphirion Drug Eluting Balloon vs. Standard PTA for the Treatment of 

Below the Knee Critical Limb Ischemia [INPACT-DEEP]; 

NCT00941733) (Zeller et al, J Am Coll Cardiol 2014;64:1568ï76) 



Follow up 
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Ç1 MONTH 
 

VClinical evaluation, Rutherford classification 
 

 

Ç6 MONTHS  
 

VClinical evaluation, Rutherford classification 

VDuplex for SFA 

VCT-  or conventional  angiography for popliteal and 

below the knee arteries 
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11 High Volume Centers 

5 University Hospitals 





Randomisation = Once the guidewire had crossed 
the target lesion 

N=106 

POBA 

N=54 

6 months FU 

N=47 

DCB 

N=52 

6 months FU 

N=44 
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September 2012 ï 

December 2014 

3 died 

2 Withdrew 

2 Lost to FU 

1 Major amp 

3 died 

2 Withdrew 

2 Lost to FU 



  POBA DCB P 

Patients 54 52 

Age, y 70,0±10,2 71,4±9,8 0,76 

Male 37 (68%) 32(61%) 0,54 

Diabetes 
Oral 
Insulin 
Juvenile 

 
27(49%) 
25 (47%) 
2 (4%) 

 
26(50%) 
26 (50%) 
0 

0,38 

Hypertension 48 (89%) 46  (88%) 0,94 

Lipids 37 (68%) 41 (79%) 0,60 

Smoking (h and c) 31 (57%) 30 (57%) 0,95 

CAD 25 (47%) 27 (52%) 0,87 

CVD 9 (15%) 4 (8%) 0,04 

CRI 18 (34%) 23 (44%) 0,23 

BMI 28,1±4,17 27,0±4,47 0,80 
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Rutherford classification 
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 P=0,82 

POBA DCB

RC3 27 23

RC4 2 3

RC5 25 26



POBA DEB P 

De-novo lesions 49 (90%) 45 (86%) 0,91 

Restenosis 5 (10%) 7 (14%) 

Arteries 
SFA 
PA 
BTK 
Wound related 

 
27 (49%) 
13 (24%) 
14 (27%) 
21 (38%) 

 
31 (59%) 
9 (18%) 
12 (23%) 
18 (35%) 

0,79 
 
 
 
0,78 

Avg lesion lenght cm ± SD 7,6±5,2 7,7±5,8 0,90 

AVG Ref vessel diameter mm± SD 4,9±3,1 5,5±2,8 0,41 

Lesion calcification 
None 
Mild 
Moderate 
Severe 

 
4 (8%) 
15 (29%) 
10 (18%) 
25 (45%) 

 
5(9%) 
17(33%) 
7(14%) 
23 (44%) 

0,91 

Diameter stenosis 89,3% 88,7% 0,70 

Occlusions 16 (32%) 10 (23%) 0,31 

# patent BTK arteries 
unknown 
1 
2 
3 

 
4 (8%) 
15 (27%) 
9 (17%) 
25 (48%) 

 
5 (10%) 
17 (33%) 
7 (13%) 
23 (44%) 

0,90 
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Procedural data 
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POBA DEB P 

Ipsilateral 
Crossover 

49 (91%) 
5 (9%) 

48 (93%) 
4(7%) 

0,82 

Balloon size mm± SD 5,5±3,1 5,2±2,7 0,78 

Balloon length mm± SD 73,6±43,5 86,0±33,3 0,11 

Inflation pressure atm±SD 9,5±2,75 8,9±2,4 0,056 

Inflation time min±SD 3,01±1,22 2,62±0,62 0,042 

Provisional stenting 11(20,4%) 7 (11,5%) 0,107 

Residual stenosis %±SD 16,8±22,4 12,8±19,2 
 

0,56 

Fluoroscopy time min±SD 7,1±1,9 8,3±3,1 0,71 

Contrastvolume cc±SD 50,8±25,3 50,9±24,0 0,74 

Manual 
Closure device 
Surgical 

32(60%) 
20(36%) 
2(4%) 

27(52%) 
23 (44%) 
2 (4%) 

0,43 

Technical success 54 (100%) 52 (100%) 



Medication 
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P=0,394 

POBA DCB

anti-aggr 49 44

anti-aggr + antico 1 5

LMWH 3 2

antico 1 1



Clinical outcome at 6 months 
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P=0,37 



6 month Adverse effect 

P=0,74 

POBA DCB

None 34 32

death 3 3

Minor amputation 5 4

Major amputation 0 1

Myocard infarction 1 0

lost to FU and withdrew 4 4



 POBA 
N=47 

DCB  
N=44 

P 

Mean restenosis (%) 45,9%±36,2 28,8±34,9 0,032 

Binary restenosis > 50% 23 (49%) 12 (27%) 0,03 

Clinically driven TLR 13 (29%) 8 (19%) 0,12 
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Duplex and Angiographic Outcome at 
6 Months 

 Clinically driven TLR is defined as any reintervention performed for ≥ 50% diameter stenosis 
(confirmed by duplex, CT or conventional angiography) within ± 5 mm proximal and/or distal 
to the target lesion after documentation of recurrent clinical symptoms of PAD following the 
initial procedure. 



BELGIAN DIABETIC INPACT TRIAL 
 
DCB ANGIOPLASTY OF SFA, PA AND BTK 
ARTERIES IN DIABETIC PATIENTS IS 
ASSOCIATED WITH A REDUCTION IN THE 
MEAN AND BINARY RESTENOSIS 
COMPARED WITH POBA, HOWEVER WE DID 
NOT DETECT A BETTER CLINICALLY DRIVEN 
TLR AT 6 MONTHS FU 
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