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EVOLUTION TRIAL
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PATIENT CHARACTERISTICS LESION/PROCEDURAL CHARACTERISTICS
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PRIMARY ENDPOINT
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FREEDOM FROM TLR @60 MONTHS

Results from different trials are not directly comparable. 
Information provided for educational purposes.
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PRIMARY PATENCY @60 MONTHS
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What about a Luminor & iVolution combination?
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T.I.N.T.I.N. endpoints & timeline

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 @6-12-24-36-48-60 months
• Clinical success: improvement of RB classification

• Serious adverse events @30 days
• Survival @ 6,12,24,36,48 & 60 months
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T.I.N.T.I.N. eligibility criteria

• 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

• Stent Presence in TL

• Untreatable inflow lesion

• Previous surgery in TV

• Aneurysm in SFA or PA

• Major amputation

• Debulking technologies
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T.I.N.T.I.N. patient & lesion characteristics
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T.I.N.T.I.N. procedural characteristics
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T.I.N.T.I.N. follow-up 

• 12MFU in 2018 – 2019
• 24MFU in 2019 – 2020
• 36MFU in 2020 - 2021
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T.I.N.T.I.N. survival rate @36months

Primary safety endpoint (100 patients) 30 days

Device or procedure related death (N) 0

CD-TLR (N) 0

Target limb major amputation (N) 070.8%
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T.I.N.T.I.N. freedom from CD-TLR @36months

82.2%
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T.I.N.T.I.N. clinical evolution @36months
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Benchmarking with other studies

Results from different trials are not directly comparable. 
Information provided for educational purposes.
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• Luminor DCB persists in showing improvement compared with POBA in terms of f-TLR and 
primary patency up to 5 years in the German EffPac trial

• Belgian T.I.N.T.I.N. trial shows impressive 36 months results in lesions of 24cm, 60% CTO & 
28% CLTI patients : f CD-TLR of 82.2%

• T.I.N.T.I.N. offers another confirmation of the poor prognosis of severely ill vascular patients : 
survival @3yr of 70.8%, although no evidence for PTX relationship

• Benchmark with other 36-months outcomes underlines the efficacy of drug elution & 
scaffolding in real life lesions, also on the longer run….

Take home messages


