Aspiracni trombektomie a akutni plicni embolie

Rocni zkusenosti po zavedeni nové intervencni Iécebné metody
do klinické praxe

Josef Kroupa, Petr Tousek, Viktor Kocka
za cely PERT tym FNKV
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Aspiracni mechanicka trombektomie

KatetrizaCni metoda - cilem je rychlé a efektivni odstranéni krevnich srazenin z cévniho recisté

Kombinace
 aspirace (pomoci tzv. large-bore syringe nebo automatické pumpy generujici podtlak)
* mechanického odstranéni krevnich srazenin (pomoci diski / retrievert / separdtoru)

Hlavni prednosti - vysoka efektivita, rychlost a moznost nepouzit trombolytikum
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Aspiracni systém FlowTriever (16-20-24 French)

e Odsavaci katétr + moznost uziti disku

(kombinace s mechanickou trombektomii)

 Ué&inné odsavani diky velkému lumen katétru
(24F)

e Dedikovany systém na filtraci
a navraceni odsaté krve (FlowSaver)
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Aspiracni systém FlowTriever (Ctvrta

H BUTTONS
Triever24 Gend |
BUTTONS

HEMOSTASIS / HEMOSTASIS
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Aspiracni trombektomie — systém FlowTriever
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Publikovana data 2014 - 2022

® Kroupa et al.”™
CDT versus anticoagulation
in intermediate-risk PE

|
® CANARY trial™

SEATTLE Il study'®® OPTALYSE PE trial'® FLASH registry#23®
USCDT in intermediate-risk USCDT in Large-bore thrombectomy CDT versus anticoagulation
and high-risk PE intermediate-risk PE in intermediate-risk PE in intermediate-risk PE

Future

PEITHO trial“®
Tenecteplase versus placebo

FLARE study™
Large-bore thrombectomy

EXTRACT-PE study'®

® PE-TRACT'™
Aspiration thrombectomy |

in intermediate-risk PE in intermediate-risk PE in intermediate-risk PE ® BETULA™
I
® ULTIMA trial"™ ® SUNSET sPE trial'®® ® HI-PEITHO™
USCDT versus anticoagulation USCDT versus CDT -
in intermediate-risk PE in intermediate-risk PE o STRATll FY'
FLAME'"®®
|
( ® PEERLESS'™ )
|
® Randomized, controlled 142
trials of interventional STRIKIE PE
therapies in acute PE CATH-PE™
Fig.1| Timeline of studies of interventional therapies in PE. To date, four against standard-of-care and ina head-to-head comparison are particularly
randomized controlled trials investigating interventional therapiesinacute needed. CDT, catheter-directed thrombolysis; USCDT, ultrasound-assisted

pulmonary embolism (PE) have been published. Five more randomized catheter-directed thrombolysis.
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controlled trials are ongoing. Trials comparing different interventional strategies é,&\c ¢
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1. GOTZINGER, Felix; LAUDER, Lucas; SHARP, Andrew S. P.; LANG, Irene M.; ROSENKRANZ, Stephan et al. §
Interventional therapies for pulmonary embolism. Online. Nature Reviews Cardiology. 2023, roc. 20, ¢. 10, s. 3
670-684.1SSN 1759-5002. ‘&6’
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FLARE Study, FLASH Registry, PEERLESS RCT

FLASH REGISTRY: Real-world PE patient population

800 patients 92.1% 1.9% 32.1% 25.9%
50 US sites Intermediate risk ~ High risk Thrombolytic contraindication Depressed cardiac index at baseline*
1.6 mmHg @ 18.9%
A Prospective single_Arm Multicenter 1) Mean drop in mean PA pressure Mean increase in cardiac index**
] s

Trial of Catheter-Directed Mechanical 48-hour mortality and safety outcomes
Thrombectomy for Intermediate-Risk | 18% | 03% L

B Major adverse events All-cause mortality Device-related serious adverse events
Acute Pulmonary Embolism

48-hour effectiveness outcomes
The FLARE Study
14.5% 87.4% 61.2%

Thomas Tu, MD,** Catalin Toma, MD,™* Victor F. Tapson, MD," Christopher Adams, MD," Wissam A. Jaber, MD," No/mild RV dysfunction Decreased xygen req Mean reduction in dyspnoea score

Mitchell Silver, DO,’ Sameer Khandhar, MD,* Rohit Amin, MD," Mitchell Weinberg, MD,' Tod Engelhardt, MD,
Monica Hunter, MD." David Holmes, MD,' Glenn Hoots, MDD, Hussam Hamdalla, MD," Robert L. Mahalic, MD,”
Scott M. Lilly, MD, PaD," Kenneth Ouriel, MD," Kenneth Rosenfield, MD,' for the FLARE Investigators

Hospital stay

FavorsCDT  Favors LBMT

91.1% 3.0 nights 62.6%
ABSTRACT Did not receive thrombolytics Median postprocedural hospital LOS No postprocedural overnight ICU stay
OBJECTIVES The aim of this study was to evaluate the safety and effectiveness of percutaneous mechanical MuTrisior Cathster 30-day mortality and readmissions
thrombectomy using the FlowTriever Systam (Inari Medical, Irvine, Califormis) in a prospective trial of patients with acute Part of the FlowTriever System = =
) o b (PE) pe e 0.8% 6.2%
pul ¥ . i S
All-cause mortality Al-cause readmissions
BACKGROUND Catheter-directed thrombolysis has been shown to improve right ventricular (RV) function in patients
with PE. However, catheter-directed thrombolysis increases bleeding risk and many patients with PE have relative and
absolute contraindications to thrombaolysis
METHODS Patients with ic, computed umented PE and RV/Left ventricular (LV} ratios =0.9 A Win Ratio Endpolnts
" N N N - " CDTwins, n LBMT wins, n Win ratio [95% ClI] Pvalue
were eligible for enrollmeant. The primary effectiveness endpoint was core laboratory-assessed change in RV/LY ratio. The
primary safety Er!:l!:uim cumun@ c_levi(Eer!atEd death, major bleeding, lated clinical oration, pul- Primary Endpoint: 10,509 52,693 —— 5.01[3.68 - 6.97] <0.001
manary vascular injury, o cardiac injury within 48 h of thrombactomy. 5-component win ratio
Secondary Endpoint:
RESULTS From April 2016 to October 2017, 106 patients were treated with the FlowTriever System at 18 LS. sites. Two 4-component win ratio i e T Bala-23s) | 090
patients {1.9%] recaived adjunctive thrombolytics and were analyzed separately. Mean procedural time was 94 min; o o o Wi e g i 10 T
mean intensive care unit stay was 1.5 days. Forty-three patients (41.3%:) did not require any intensive care unit stay. At
48 h post-procedure, average RV/LY ratic reduction was 0.38 (25.1%; p < 0.0001). Four patients {3.8%) experienced ESVOracOT:  FaVOrsLEMT
& major adverse events, with 1 patient (1.0%) experiencing major bleeding. One patient (1.0%) died, of undiagnosed B
breast cancer, through 30-day follow-up.
CDTevents, n (%) | LBMT events, n (%) Ouds Ratiow for Conlst Oveurs Odds ratio [95% CI] | Pvalue
COMCLUSIONS Percutaneous mechanical thrombectomy with the FlowTriever System appears safe and effective in
patients with acute i i isk PE, with signi imp in RV/LV ratio and minimal major bleeding. 1 All-cause mortality 1(0.4) 0(0.0) 2.99(0.12-73.70] 1.00
Potential advantages include immediate thrombus removal, absence of thrombolytic complications, and reduced need
for post-procedural critical care. (J Am Coll Cardiol Intv 2019;12:859-69) @ 2019 The Authars. Published by Elsevier on 2 Intracranial hemorrhage 1(0.4) 2(0.7) 0.50[0.04 -5.51] 0.62
behalf of the American College of Cardiology Foundation. This is an open access article under the CC BY-NC-ND license
{http://creativecommons.org/licenses /by-nc-nd/4.0/). 8 ' Majorblescing e 1o168) a8l0a1-192) 100
Clinical deterioration and/or " "
4 eaoalation to baflout therapy 15(5.4) 5(1.8) 3.09(1.11-8.63] 0.04
5a Postprocedural ICU admission 272(98.6) 114 (41.6) ————t 95.4 [34.6-263.6] | <0.001 S
4
Sb If ICU admitted, stay >24 hours 178 (65.4) 53 (46.5) — 2.18[1.40 - 3.40] <0.001 :
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Aspiracni trombektomie systémem FlowTriever ve FNKV

* Dva roky vyjednavani o pfichodu FlowTrieveru do CR, opakované navitévy nadeho centra
a centra FN Motol (Prof. Rocek)

 Zasadni vliv na findlni rozhodnuti — zahdjeni ¢innosti PERT FNKV (5/2023) + vysoko
objemové centrum

* Prvni pouziti v CR dne 11.1.2024 (FNKV)
° 1/2024 — 4/2025 celkem 11x (nejsou zapocitdany jiné aspiracni systémy)

* Dostupnost 24/7, 3 samostatni operatéfri (JK, VK, PT)




Aspiracni trombektomie systémem FlowTriever ve FNKV

Pacient Vék Pohlavi Klasifikace akutni PE Indikace UPVv Vazopresory cM Uspésna intervence Umrti vemocnici 30 denhj mortalita

. N kardiorespiracni
1 69 Zena high-risk P ano ano ne ano

selhavani

2 48 muz high / intermediate-high risk kontrallndlklace ST, vy§0k,e riziko ne ne ne ano
krvaceni do oblasti michy

3 65 muz high-risk st-p- KPCRbstrukcm a ano ano ne ano
hemarhagicky Sok
4 57 muz high-risk ardloresplracm ano ano ne ano

selhavani

kontraindikace ST (absolutni -
5 58 muz high-risk operace meningeomu 3 dny ano ano ne ano ne ne
nazpét), st.p. KPCR

6 69 muz intermediate-high risk ne ne ne ano ne ne
7 muz high-risk ano ano ne ano
8 19 Zena high-risk ano ano ne ano

9 58 Sena el kontraindikace ST (recentni operace ne ano e ano
prsu pro CA)

absolutni kontraindikace ST a
. . . . . antikoagulacni terapie,
10 50 zena intermediate-high risk g- . ,p . ne ne ne ano
subarachnoidalni krvaceni po

synkopé

masivni bilateralni PE + vysoce
11 52 muz intermediate-high risk mobilni tromby v pravostrannych ne ne ne ano
oddilech

54,5 5x bail-out pro selhani ST




Redlna klinicka praxe / realny pacient

P Thin cor. 5 mm
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Angiografie plicnice
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Aspiracni trombektomie
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Aspiracni trombektomie
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Aspiracni trombektomie
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Drawing for illustrative purposes only
Not to be used for diagnosis for treatment
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Délka vykonu: 33 minut, bez komplikaci




Zaver

Aspiracéni mechanicka trombektomie predstavuje dostupnou vysoce efektivni
(a zda se i bezpecnou) léCebnou metodu

S vyhodou ji lze pouzit v situacich, kdy je standardni Iécba kontraindikovdna / selhdva
* Kontraindikace systémové trombolyzy
* Kontraindikace antikoagulacni terapie
* Neumérné vysoké riziko krvaceni
* Selhani standardni lécby

 Indikace k vykonu na zakladné posouzeni jednotlivého pacienta tymem odbornik( (PERT)

* Postaveni aspiracni mechanické trombektomie jakozto metody IéCby prvni volby
je predmeétem probihajicich studii (PEERLESS 1l, PERSEVERE a dalsi)




