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EVOLUTION trial
A Prospective, non-randomized, multi center study investigating the
Efficacy of the Self-Expanding iVolution nitinol stent for treatment of 

femoropopliteal lesions ; mll 8,9cm

With the courtesy of M Bosiers, presented @LINC2019, Leipzig, Germany
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EVOLUTION trial
A Prospective, non-randomized, multi center study investigating the
Efficacy of the Self-Expanding iVolution nitinol stent for treatment of 

femoropopliteal lesions ; mll 8,9cm

76.7%

With the courtesy of M Bosiers, presented @LINC2019, Leipzig, Germany
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EFFPAC trial
Multicenter Randomized Controlled Trial to Assess the Effectiveness of 

Paclitaxel-coated Luminor® Balloon Catheter (85) versus Uncoated 
Balloon Catheter (86) in the Superficial Femoral and Popliteal Arteries 

to PreventVessel Restenosis or Reocclusion; mll 5,9cm
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What about Luminor-iVolution combination…

*OUTSTANDING DCB
*PROVEN SCAFFOLD
*NEED FOR REAL LIFE LESIONS
*IMPROVEMENT LONGER TERM DATA

T.I.N.T.I.N.
Physician-initiated trial investigating the safety and efficacy of the Treatment with the 
LumINor DCB (0,018/0,035) & The IvolutioN stent of iVascular in TASC C and D 
femoropopliteal lesions

100 patients
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Primary Endpoint
• Freedom from CD-TLR @ 12 months

Secondary Endpoints
• Primary patency @6-12 months(DUS PSVR<2,5)

• Technical success (angiographical RS<30%)

• Freedom from CD-TLR @6-12 months

• Clinical success: improvement of RB classification

• Serious adverse events @30 days

• Survival @ 6 & 12 months

T.I.N.T.I.N.

• Stent Presence in TL

• Untreatable inflow
lesion

• Previous surgery in TV

• Aneurysm in SFA or PA

• Major amputation

• Debulking technologies

• Rutherford 2 – 5

• De novo,post PTA

• TASC II C or D

• TLL ≥ 150mm

• >50% stenosis

• 4mm < Ø < 6,5mm

• 1 vessel Patent run-off
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T.I.N.T.I.N. 
PATIENT DEMOGRAPHICS LESION CHARACTERISTICS
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T.I.N.T.I.N. 

VD 5.50mm

PROCEDURAL CHARACTERISTICS



10iD3 Medical – 2020 |

T.I.N.T.I.N. 
PRIMARY PATENCY @12M – 100 PT
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T.I.N.T.I.N. 
FREEDOM FROM TLR @12M – 100 PT



12iD3 Medical – 2020 |

T.I.N.T.I.N. 
SURVIVAL @12M – 100 PT
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Primary safety endpoint (100 patients) 30 days

Device or procedure related death (N) 0

CD-TLR (N) 0

Target limb major amputation (N) 0

MAEs 180 days 210 days 365 days 395 days

Death (N) 5 5 7 7

CD-TLR (N) 1 2 5 5

Target limb major amputation (N) 0 0 0 0

Thrombosis (N) 1 1 1 1

T.I.N.T.I.N. 
SAFETY PROFILE – 100 PT
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T.I.N.T.I.N. 
CLINICAL OUTCOMES @12 M – 100 PT
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LL (cm) 7,0 5,5 14,7 8,3 18,7

PSVR (<) 2,5 2,0 2,4 2,5 2,5

0

10

20

30

40

50

60

70

80

90

100

MAJESTIC Zilver PTX RCT Zilver PTX
Japanese PMS

IMPERIAL
ELUVIA

IMPERIAL
ZILVER

TINTIN BIOLUX 4EVER DEBAS

PPR 1yr f TLR

84.4

96.1

84.8

94.1
91.6 91.4

96.1
94.1

89.9
93.6

88.5

95.4

79.5

91.9 90.5
94.4

2,4 2,4 2,5

24,3

Benchmarking with others….

8,28,6



16iD3 Medical – 2020 |

Summary

• iVolution BMS (iVascular) shows 76,7% primary patency rate and 77,2% freedom from
TLR @2 year (Evolution trial) in TASC A/B lesions

• Luminor DCB (iVascular) shows 90,2% primary patency rate and 97,2% freedom from
TLR @2year (Effpac trial) in TASC A/B lesions

• It is clear out of the literature that neither BMS nor DCB alone are winners in long, 
complex lesions & on the longer run

• The combination of both is one of the keys to success in real life lesion treatment

• Belgian T.I.N.T.I.N. trial shows impressive 12 months results in lesions of 24 cm and
30% CLI patients : primary patency of 90,5% and freedom from TLR of 94,4%. The 
safety profile up to 1 year is excellent

• Benchmarking of this combination with DES shows equivalent results, but in much
longer lesions
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