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Design studie

* Multicentricka, randomizovana, open-label studie

* N =550 pacientu, 1:1 randomizace (stratifikace dle VTE-
BLED rizika)

Large Bore Mechanicka Trombektomie (LBMT

3
Katetrova Lokalni Trombolyza (CDT)




Zarazovaci kritéria

* Intermmediate — risk plicni embolie

— = 18 let, méne nez 14 dni symptomu

— proximalni embolus v plicnim recisti, znamky dysfunkce PK

— PESI 1lI-IV (sPESI 2 1), STK > 90 mmHg, + alespon jeden dalsi

rizikovy faktor
* Troponin/laktat; SBP <100 mmHg; DF = 30/min., anamn. Srd.
Selhani/CHOPN; synkopa; Sp0O2 < 90%;

* EXxclusion kritéria

— Nemoznost antikoagulace, life-expectancy < 30 dni, obéhova
nestabilita, PASP > 70 mmHg, transientni embolus v PK




Intervence

» Large Bore AspiracCni « Katetrova Lokalni
Trombektomie (LBMT) Trombolyza (CDT)
- Flowlrl’ever System (Inari — Dle zvyklosti pracoviste

— 60 % UZ facilitovana CDT

. — Standardni (ruzné katetry),
xQ farmakomechanické
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Endpointy studie

* Primarni endpoint — hierarchickeé (5 komponent) win ratio
— Celkova mortalita (7. den)
— Intrakranialni krvaceni
— Major bleeding
— Zhorseni stavu, nutnost eskalace terapie
— ICU prijeti a delky hospitalizace
« Sekundarni endpointy
— Jednotlivé komponenty win ratio




Post randomization exclusion (n=26; 8.7%)
18 (6.0%) invasive sPAP =70 prior to treatment™®
8 (2.7%) later determined ineligible based on:
1 consent withdrawn
2 investigator discration®

Randomized

n=593

¥

Post randomization exclusion (n=23; 7.7%)
17 (5.7%) invasive sPAP =70 prior to treatment™

6 (2.0%)] later determine ineligible based on:

Assigned to LEMT

Assigned to CDT

3 consent withdrawn
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Status at 24-hour visit:
274 (100.0%) Alive

0 missed
0(0.0%) Deceased
0(0.0%) Unknown

Status at 24-hour visit:
276 (100.0%) Alive
1 missed
0 (0.0%) Deceased
0 (0.0%) Unknown

Primary Endpoint Analysis

Status at discharge or 7 days:

274 (100.0%) Alive
0 missad
0 (0.0%) Deceased

0 (0.0%) Unknown

Primary Endpeint Analysis

Status at discharge or 7 days:
275 (99.6%) Alive
0 missed
1({0.4%) Deceased
0 (0.0%) Unknown

'

i

Status at 30-day visit:
272(99.3%) Alive

10 missed*
1(0.4%) Deceased
1(0.4%) Unknown

Status at 30-day visit:

273 (98.9%) Alive
18 missad?
2 (0.7%) Deceased
1(0.4%) Unknown

n=300 n=299 1 investigator discration?
1 hemodynamic instability prior to procedurs ] . 1 hemodynamic instability prior to procedure
1 absolute contraindication to thrombolytics t * 1 absolute contraindication to thrombolytics
1 tPA within 48 hours prior to enrollment Enrolled mITT with LEMT Enrolled miITT with CDT 0 tPA within 48 hours prior to enrollment
2 right heart clot-in-transit n=274 n=276 0 right heart clot in transit
] ]




Vysledky
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NYHA Classification

16.3%

83.7%

LBMT patients (n=270)
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CDT patients (n=266)

RV Function on Echocardiogram

[

42.1%

LBMT patients (n=178)

Moderately or
Severely Reduced

Normal or

Mildly Reduced

————— P=0.004
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1.0 Odds ratio (log scale) 10.0

Respiratory Rate
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LBMT patients (n=269) CDT patients (n=270)

Modified Borg Dyspnea Score
i i

P=0.03

0.99+1.35

0.81+1.36

LBMT patients (n=272) CDT patients (n=270)

Reduction in RV/LV Ratio
—

P=0.55

]

0.32x0.24

0.30 £ 0.26

CDT patients (n=259)
100.0

LBMT patients (n=259)

Favors CDT

Favors LBMT

tio [95% CI] Pvalue
3.68 — 6.97] <0.001
).78 - 2.35] 0.30
1tio [95% CI] | Pvalue
.12 -73.70] 1.00
).04 —5.51] 0.62
).51-1.92] 1.00
.11 -8.63] 0.04
4.6-263.6] | <0.001
1.40 - 3.40] <0.001




Prinos studie

1. randomizovana studie intervencni lecby plicni
embolie

Bezpecnost pouziti 24 F katetru v terapii PE pri
srovnani s CDT

Mensi nutnost eskalace terapie s LBMT
Kratsi pobyt v luzkovém zarizeni
MenSi nutnost ICU admise pacientu




Limitace studie

« Studijni populace
— Vzhledem k naboru uprava inclusion kritérii
« Komparator

— CDT metoda bez RCT srovnavajici s antikoagulaci

— Vysoka heterogenita CDT v ramci studie
« Modalita: EKOS, stand. CDT, farmakomechanicka
* Protokoly: az 24 hodinové, stredni cas CDT 919 minut!

» Zasadni komponenty WIN RATIO

— ICU admise, deteriorace stavu/bailout technika, LOS

— Chybi rozdil v mortalite, krvacivych komplikacich
&
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Zaver

» Ocekavani vysledku dalSich randomizovanych studii
na poli invazivni terapie PE
— Hi-PEITHO
— Prague-26
— PEERLESS |l




