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Mechanicka trombektomie plicnice

Katetrizacni metoda |éCby akutni plicni embolie = cilem je rychlé a efektivni odstranéni krevnich srazenin
z cévniho recisté

Kombinace ASPIRACE (pomoci tzv. large-bore syringe nebo automatické pumpy generujici podtlak)
a MECHANICKEHO ODSTRANENI (odstranéni krevnich srazenin — pomoci disk(l / retriever(i / separatoru)

Hlavni prednosti - vysoka efektivita, rychlost a moznost nepouzit trombolytikum

Vevys

FlowTriever (INARI Medical) a Indigo Lightning / Flash (Penumbra)
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PEERLESS study

DESIGN (FlowTriever)

https://doi.org/10.1016/j.ahj.2023.09.002

Rationale and Design of the PEERLESS Study:

Randomized Controlled Trial of Mechanical Thrombectomy (MT) vs Catheter-directed Thrombolysis (CDT)
for Acute Hemodynamically Stable Pulmonary Embolism

Methods and Population Intervention Primary Win Ratio Endpoint

Currently enrolling (NCT05111613) At the sooner of discharge or 7 days post procedure

@) prospective, multinational

randomized controlled trial (RCT)

Large-bore MT with the
FlowTriever System

[ Outcome in CDT patient ] I Outcome in MT patient I

All-cause mortality

Tie
Intracranial hemorrhage
Tie
Major bleeding
Tie
i Clinical deterioration and/or escalation to bailout sl
Tie
Intensive care unit admission and length of stay

patients 218 years of age will

ﬁ 550 pulmonary embolism (PE)
hJ undergo 1:1 randomization

Key eligibility at PE diagnosis:
= Symptom onset <14 days
Hemodynamic stability
Right ventricular dysfunction
21 additional clinical risk factor

ASS SN

CDT conducted per local
standard of care

Conclusion: PEERLESS is the first RCT to compare MT and CDT in hemodynamically stable PE.
Results will inform treatment strategy selection after the decision to intervene is made.

Enrollment Flow and Follow-up:

Methods Intervention Follow-up

Eligible patients
signed informed consent oo MT arm
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All-cause mortality

Intracranial hemorrhage

Maijor bleeding

Clinical deterioration and/or
escalation to bailout therapy

Postprocedural ICU admission
and length of stay

PRIMARY ENDPOINT:

SECONDARY ENDPOINT:

A ,
CDTwins, n LBMT wins, n Win Ratio Endpoints Win ratio [95% CI] Pvalue
P E E R L ESS St u d y Primary Endpoint: 10,509 52,693 * 501(3.68-6.97] | <0.001
5-component win ratio
Secondary Endpoint: .
Y 4-component win ratio 5912 7925 = 1.34[0.78 - 2.35] 0.30
VYS LE D KY 0.0 01 1.0 Win ratio [log scale) 10.0 100.0
FavorsCDT  FavorsLBMT
DOI:10.1161/CIRCULATIONAHA.124.072364 B
CDTevents, n (%) | LBMT events, n (%) Odds Ratios for Clinical Outcomes Odds ratio [95% CI] | Pvalue
N=274 N=75,624 N=276 1 All-cause mortality 1(0.4) 0{0.0) 2.89 [0.12 - 73.70] 1.00
£ i 3
| Wins | I Ties | | Wins | 2 Intracranial hemorrhage 1(0.4)* 2(0.7) 0.50 [0.04 - 5.51] 0.62
0.4% 99.6% 0.0%
f ; 3 3 Major bleeding 19 (6.9) 19(6.9) —— 0.99[0.51-1.92] 1.00
| Wins | [ Ties | | Wwins |
0.4% 98.6% 0.7% Clinical deterioration and/or .
I l " 4 escalation to ballout therapy 15(5.4) 50.8 3.09[1.11-8.63] 0.04
| Wins | [ Ties | | Wins | 5a Postprocedural ICU admission 272 (98.6) 114 (41.6) —_— 95.4 [34.6-263.6] | <0.001
5.7% 87.0% 5.8%
I
+ B x 5b If ICU admitted, stay >24 hours 178 (65.4) 53 (46.5) L 2.18[1.40-3.40] | <0.001
| Wins | I Ties | | Wins |
4.0% 81.7% 1.3% 0.0 01 1.0 Odds ratio (log scale) 10.0 100.0
I | 3
Wins Ties Wins Favars CDT Favors LBMT
59.2% 16.4% 6.1%
| |
Total wins Total wins
| 69.7% | | 13.9% |
Win ratio =5.01
Total wins Total wins
10.5% 7.8%
Win ratio =1.34
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STORM-PE trial

DESIGN (Indigo Lightning FLASH)

https://doi.org/10.1016/j.ahj.2025.03.018
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STORM-PE RCT

Both Groups: Heparin administration per SOC

Both Groups: 48hr +6hr from Randomization (Day 0)

AC Group —

CAVTGroup L% CAVT Procedure [ "3

Informed Consent, Screening & Baseline 48hr +6hr CTPA

: Randomization
Baseline CTPA (Day 0)

l |

CAVT Group: Max 24hr from Baseline CTPA

CAVT Group: Max 12hr from Randomization
(Day 0)

Prospective, Acute, 22 U.S. & 100 Patients
Randomized Trial Intermediate-High International Sites
Risk PE




A RV/LV Ratio at Baseline B RV/LV Ratio at 48 h
3.0 P=0.397 3.0
STORM-PE o
(=] o
VYSLEDKY g 20
2 3
DOI: 10.1161/CIRCULATIONAHA.125.077232 ;S: 1.5 1 2 1.5
1.0 1 1.0 1
| cavt n=an | ac =53 | Difference 959 c1), % Pualue 05 05
Secondary safety end points, n (%) . .
MAEs (composite) at 7 d 2(4.3)" 4(75) —3.3(~14.6107.9) 0.681 CAVT AC CAVT AC
Clinical deterioration requiring rescue therapy 11(2.1) 3(5.7) —3.5(—13.8106.3) 0.620 . .
PE-related mortality 21(4.3) ] [ 4.3 (—3.110 14.6) | 0.218 c RVILV Ratlo REdUCt|on
Symptomatic recurrent PE 0 0 0 >0.999 P <0.001
Major bleedingt 1(2.1) 1(1.9) 0.2 (-8.3109.6) >0.999 g 1.5 1 -
Safety events at 48 h, n (%) <t
MAEs (composite) at 48 h ‘ 1(2.1) | 2(3.8) —1.6 (—~11.4108.0) >0.999 % 1 0 —_—
Additional safety outcomes, n (36) E
Access-related complications ‘ 0 | NA NA NA Tg
BARC bleeding category, n (%)t E 0.5 1
Minar bleeding =
1 1(2.1) 0 2.1(-531011.4) 0.470 g 0 0 -
2 0 o o >0.999 g5
Major bleeding (part of MAE composite) "a
3a 0 1(1.9) 1.9 (-10.1105.9) >0.000 2 -05
3b 0 0 0 >0.999 &) _‘
3¢ 0 [} 0 >0.999 CAVT AC
5a 0 0 0 >0.999
5b 1(2.1) 0 21(-53t011.4) 0.470
Hospital resource use
Length of hospital stay, d 5.0 (4.0, 6.0) 5.0 (4.0, B.0) —0.5 (—1.0 t0 0.0) 0.470
Patients requiring ICU stay, n (%) 21 (44.7) 31(58.5) [ —13.8 (—-32.9t0 B.1) [ 0.229
ICU stay# n nights 3.0(1.0,3.0) 2.0(1.0,3.0) 0.5(0.0to 1.0) 0.179
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PEERLESS Il study

DESIGN (FlowTriever)

https://doi.org/10.1016/j.jscai.2024.101982

P

EERLESS I

Randomized controlled trial of mechanical thrombectomy (MT) + anticoagulation (AC) vs AC alone in intermediate-risk PE

Primary Endpoint

Prospective, multicenter

randomized controlled trial
(NCT06055920)

=

* Upto 1,200 patients

e Randomized 1:1
* Main/lobar artery PE
* RV dysfunction

* +2 or more risk factors
¢« Hemodynamic
* Biomarker
¢ Respiratory

f

FlowTriever System
large-bore MT
AC per local
standard of care

Oi

Functional

With 3-month follow-up for:

* PE- and all-cause * Major bleeding
* Mortality * Imaging
* Readmissions * Functional assessments
* Quality of life

'
i

Win Ratio

i

'
1
Il 30-day all-cause mortality _j

i

2. Clinical deterioration*

3. 30-day all-cause readmission

Bailout™

5. Dyspnea at 48-hour visit

5 sy e
R —
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*Through earlier of discharge or 30 days

: compare FlowTriever System + AC treatment vs guideline-indicated AC.

Baseline

(s 48 hours before randomization),

Oxygenation status
Adverse event assessment
Anticoagulation regimen
Labs

CTPA and/or Echo

Clinical

Cardiac
Imaging

Dyspnea (mMRC + BORG)
NYHA/WHO assessment

QoL

Oxygenation status
Adverse event assessment
Anticoagulation regimen
PPEI assessment

Dyspnea (mMMRC + BORG)
NYHA/WHO assessment
6-minute walk test

PEmb-Qol, EQ-5D-5L, PVFS
Return to work/prior status

Discharge

3020

Oxygenation status
Adverse event assessment
Anticoagulation regimen
PPEI assessment

Dyspnea (mMRC + BORG)
NYHA/WHO assessment
6-minute walk test

PEmb-QoL, EQ-5D-5L, PVFS
Return to work/prior status
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Shrnuti dostupnych dat z publikovanych RCT

Mechanicka trombektomie plicnice je efektivni a bezpecna metoda |éCby u vybranych pacient(
s akutni plicni embolii

PEERLESS study - MT superiorni oproti CDL, ale ,, pouze” na podkladé win-ratio (s diskutabilnim
designem studie)

STORM-PE trial &> MT (CAVT) superiorni oproti standardni antikoagulaci, ale ,,pouze” surrogatni
endpoint

PEERLESS Il study = nejvétsi RCT, srovnani MT se soucasnym standardem |écCby, ale ,,opét” win-
ratio (a diskutabilni design studie)

Data bude nutno interpretovat v kontextu studii HI-PEITHO a PRAGUE-26
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