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PTX: Original IPD Data meta-analysis
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PTX: Updated industry IPD meta-analysis
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Updated trial-level meta-analysis @2y
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Industry meta-analysis INCOMPLETE
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Strata = Control = Paclitaxel
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Stratified Cox PH and stratified mon-parametric Restricted Mean Survival Time analysis

Strata = Control = Pacitaxel
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Declining Mortality risk over time
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Paclitaxel-coated balloons

<10% of the paclitaxel load gets into the vessel wall
>90% escapes into the distal microcirculation

Stolzenburg N, et al. Cardiovasc Drugs Ther. 2016

Risk of Major Amputation
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Cumulative hazard

Strata

Claudication & CLTI
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SLOW-FLOW after DCB application

Delayed SLOW-FLOW distal popliteal level after SFA high-dose DCB

Tang TY, et al. Quant Imaging Med Surg. 2022 Mar;12(3):2058-2065.
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Conclusions

1. No class effect for safety or effectiveness

2. RCT casemix & sample size differences
between original and industry IPD
analyses

3. CAREFUL: Mortality signal diluted from
low-dose 2.0pg/mm2 devices

4. Valid risk for amputations with paclitaxel
DCBs in CLI patients

Observational/administrative data

RCTs

Randomized

* Controlled selection
criteria

Study specific
interventions
Hypothesis driven

Aeal-world studies

* Observational

* No or broad selection
criteria

No study specific
interventions
Hypothesis generating

.
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* (Relatively) small * large
population population
Fixed timeframe * Long timeframe
Powered * Flexible
I >250,000 cases with paclitaxel devices in real-world mortality series

5,500 RCT cases (<2% of caseload)

CMS: 91,763 cases @2 years

27,368 DCB (33% CLI) 64,395 PTA (41% CLI)

All-Causa mortality '+ AllCause hospitalization
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Observational amputation studies
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South Korea

HR: 1.61; p<0.0001
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Paclitaxel RCTs in PAD

- Claudication CLTI

Efficacy YES Efficacy ?
SFA Deaths YES Deaths NO
Amputations ? Amputations YES
Efficacy NO
BTK NA Deaths NO

Amputations YES




Paclitaxel dose (mg)
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ELUVIA 6.0x120
ZILVER-PTX 6.0x120 IS °
LUTONIX 6.0x120 4.6

IN.PACT 6.0x120 8.4

Long lesions >200mm >20mg .
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