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Potrebwjeme intervencénu liecbu PLE?
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The decision over whether to treat acute myocardial infarction (AMI) with a balloon or

infusion of fibrinolytics remains controversial. During the past few years profound changes
1-3, wi,

in both treatment modalities W2 have substantially changed the arguments

surrounding this longstanding debate."3-> The evidence shows that the alternative use of



V podstate sU aktudlne 2 moznosti:

ﬂk » » 1. Mechanickd trrombekiémia (MT)
€ su 2. Katétrom riadend trombolyza

4 ¥ (catheter-directed lysis CDL) —
moznoste?

a. Farmakomechanickd

b. Ultrazvukom facilitovand
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ULTIMA Trial (2014)

RV/LV ratio, mean+SD

Baseline

USAT Heparin
1.2840.19 1.20£0.14
26 29

Between-group comparison P=0.07

24h 90 days
USAT Heparin USAT Heparin
0.9940.17 1.17£0.20 0.92+0.15 0.96£0.16
28 28 26 27

P=0.001 P=0.36

* ucinnost a bezpecnost katétrovej lokalnej trombolyzy (CDT) vs.
antikoagulacnej lieCby (heparin) pri pacientoch s akutnou stredne tazkou

az tazkou plucnou embdliou a pravostrannym pretazenim

Parameter

Zmensenie RV/LV indexu za 24 h
Percentualne zlepsenie RV/LV (%)
Vyskyt zavaznych krvacani (%)
Celkové krvacania (%)

Klinické zlepsenie hemodynamiky

CDT + Antikoagulancia

-0,30 £ 0,20

~47%

0%

10%

Vyrazneé zlepsenie

Antikoagulancia samotna

-0,03 £ 0,20

~5%

0%

3%

V pomalsom rozsahu

P-hodnota

< 0,001
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Dokazeme to. Ako naplepsie?

Katétrom riadend frombolyza Mechanickd trombektomia
(catheter-directed lysis CDL) (MT)

o SEATTLE Il  FLARE

« OPTALYSE PE « EXTRACT-PE

« KNOCOUT PE  FLASH

« RESCUE » STRIKE-PE

Viacero uspesnych modalit, Uspesnad lieCba s nizkym rizikom
komplikacii

SUNSET Spe (Standard vs. Ultrasound-Assisted Catheter
Thrombolysis for Submassive Pulmonary Embolism)



CANARY trial (2022)

Catheter-Directed Thrombolysis vs Anticoagulation in Patients With Acute Intermediate-High—risk Pulmonary
Embolism: The CANARY Randomized Clinical Trial

JAMA Cardiol. 2022;7(12):1189-1197. doi:10.1001/jamacardio.2022.3591

Anticoagulation

Subgroup CDT No./ monotherapy Favors Favors
(total No.) total No. (%) No./total No. (%) Risk ratio (95% Cl) intervention control P value
Age, y
=65 (53) 1/28 (3) 2/25(8) 0.45 (0.04-4.63) - &9
265 (32) 1/18 (5) 3/14 (21) 0.26 (0.03-2.23) -
Sex
Female (24) 0/13 (0) 0/11 (0) NR > 99
Male (61) 2/33(6) 5/28(17) 0.34 (0.07-1.62) -
BMI2
<30 (48) 2/29 (6) 2/19 (10) 0.66 (0.10-4.26) —_— - =89
>30(37) 0/17 (0) 2/20(10) 0.23(0.01-4.55) = ’
Diabetes
No (70) 1/40 (2) 4/30(13) 0.19 (0.02-1.59) - 3
Yes (15) 1/6 (16) 1/9(11) 1.50(0.11-19.64)
Hypertension
No (58) 2/33(6) 4/25(16) 0.38 (0.08-1.91) —.—— >89
Yes (27) 0/13 (0) 1/14 (7) 0.26 (0.02-8.06) =
CAD
No (69) 2/38(3) 4/31(12) 0.41 (0.08-2.08) — - ~ 9o
Yes (16) 0/8 (3) 1/8(12) 0.33(0.02-7.14) -
Heart rate, beats/minute
2110 (46) 0/24 (0) 5/22(22) 0.08 (0-1.43) 99
<110 (39) 2/22(9) 0/17 (0) 3.91(0.20-76.51)
I TEE———
0.03 0.01 01 051 2 4 10 80

RR (95% CI)
Figure Legend:

Subgroup Analysis for the Primary OutcomeBMI indicates body mass index; CAD, coronary artery disease; CDT, catheter-directed
thrombolysis; NR, not reported; RR, risk ratio. C'l' nr

2BMI calculated as weight in kilograms divided by height in meters squared.




St0dia FLAME

observacnd studia

104 pacientov, porovnanie mechanicke;
trombektdmie k Standardnej liecbe u
hemodynamicky nestabilnych
pacientov s potvrdenou masivnou
plucnou embdliou (E1 skupina)

Intervencné rameno 53 pacientov,
porovndavacie rameno 61 pacientov
(frombolytickd terapia a
anfikoaguldacia)

Nemocnicnd mortalita 1,9% (1 z 53) ku
29% (18 zo 61)

PEERLES stidia

prospektivna, multicentrickd, randomizo
vana studia, zaradenych 550 pacientov
na porovnanie mechanicke]
trombektdmie a katétrom riadenu
frombolyzu

pacienti v rizikovych skupindch C2-D2

vysledky v oboch ramendch poukdzali
na zlepsenie funkcéného stavu
pacienta, pravej komory

bez rozdielu v tvrdych endpointoch
(Umrtie, krvacanie)

kompozitny endpoint v prospech MT



intermediate-high risk pulmonary embolism with anticoagulation plus CAVT

Computer Assisted Vacuum Thrombectomy with the Indigo™ Aspiration System
STO R M - P E (2 O 2 6) STORMPE Lightning Flash™ versus anticoagulation alone

Design: 100 patients randomized 1:1 to CAVT plus anticoagulation (CAVT arm)
RCT or anticoagulation alone (AC arm); 22 U.S. and international sites

@ Objective: Evaluate the efficacy and assess the safety of treating acute,

RV/LV Reduction Baseline to 48 Hours® .
Composite MAE < 7 Days (%, n)

29 .7% Relative Reduction o 1 3.1 0/ Relative Reduction 8% - P=0.681

Major Bleeding®

6% |

N p<0.001 (BARC 3a-5)
Relative & Absolute Reduction
4% -
CAVT Arm AC Arm
2.1° 1.9¢
n / 0 [ / 0
0% (1/47) (1/53)
. CAVT Arm (N=47) . AC Arm (N=53)
Baseline 48 Hours Baseline 48 Hours P>0.999
W CAVT Arm (N=46) ] Ac Arm (N=52)
Mean Heart Rate (HR), bpm Tachycardia HR >100 bpm, % of patients

100 50%

95 P=0.022 40% - P=0.008

* O T 239%

88.5 LT 0864 Tre.

85 j 20% m%... -,I.I._._.'.I ......... -©20.0%

80 "8 80.0 10%

75 0% Ce2.2%

Randomization® 48 Hours Randomization® 48 Hours
== 4 CANT Arm (N=48) === AC Arm (N=50)

Lookstein R, Konstantinides SV, Weinberg I, et al. Randomized controlled trial of mechanical thrombectomy with anticoagulation versus anficoagulation alone for acute intermediate-high risk
pulmonary embolism: primary outcomes from the STORM-PE trial. CIRCULATION. 2025;[Published online ahead of print]. doi:10.1161/CIRCULATIONAHA.125.077232.



JMechanicka
stranka

Na zdklade modifikovaného
Millerovho skére z CT

pulmoangiografie (RMMS)

Change in Thrombus Burden at 48 Hours

[ Significantly larger reduction in mean RMMS in the CAVT arm (2.7x) ]‘

= MORE

Color Legend | Degree of Thrombus Burden LESS )

Baseline' 48 Hours'

CAVT Arm
(N=45) A

o = _//" ~——

/J s
Relative Mean ‘
42 -1 0/0 Reduction
11.6 Absolute Reduction

P<0.001
Relative & Absolute Reduction

15.6% reduction
3.8 Absolute Reduction®




Ale hlavne:

Outcome . OR P-value
6MWD Imputed 6MWD = predicted distance, 90d (N=95) ' @ | 2.97 0.049
Class I, 30d (N=90) @ : 2.43 0.100
NYHA Class I, 90d (N=83) [ @ 1 11.96 0.020
Return to pre-index Class,90d (N=83) t "l i 5.69 0.115
Shift toward pre-PE at discharge (N=99) il—'—l 2.20 0.032
s Shift toward pre-PE at 90d (N=88) I—E—.—| 1.45 0.350
Score 0, discharge (N=98) i: @ | 2.44 0.039
Score 0, 90d (N=83) —e i 1.90 0.191
mMRC Score 1 > (MCID), discharge (N=97) { ) | 3.26 0.025
Score 1t = 1, 90d (N=82) b . i 1.04 0.950
Score 0-2 at rest, discharge (N=98) [ ' O | 210 0.204
N Score 0-2 at rest, 90d (N=81) I O | 1.28 0.793
PEmb-QoL 1 = 15 (MCID), presentation to 90d (N=84) I . i 1.05 0.912
Qot EQVAS 1 = 8 (MCID), presentation to 90d (N=84) (] | 1.75 0.273

T
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Lookstein R, Konstantinides SV, Weinberg I, et al. Randomized controlled trial of mechanical thrombectomy with anticoagulation versus anficoagulation alone for acute intermediate-high risk
pulmonary embolism: primary outcomes from the STORM-PE trial. CIRCULATION. 2025;[Published online ahead of print]. doi:10.1161/CIRCULATIONAHA.125.077232.



ORIGIMAL ARTICLE f

Ultrasound-Facilitated, Catheter-Directed
HI-PETHO Fibrinolysis for Acute Pulmonary Embolism
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» Stredne rizikovd PE - elevovany troponin, RV/LV viac ako 1, a2z 3
indikatorov (tachykardia 100/min, sTK menej ako HOmmHg viac
ako 20 dychov/minuta)

* 544 pacientov, skupina s katétrom riadenou tfrombolyzou s
altepldzou a antikoaguldaciou vodi skupine s antikoaguldaciou

» Kompozitny endpoint — smrf z priCin PE, kardiorespiracnad
gekompenzccm alebo kolaps, symptomatickd rekurencia PE do 7
N

- Statisticky niZsie riziko kompozithého endpointu

cinre



Kde su biele a sedé miesta?

 Viaceré kvalitné ddata na efektivitu infervenZného pristupu
(zotavenie pravej komory, nizke riziko krvacania o
komplikdcie, dobry compliance pacienta, akitne
ZlepsSenie fyziologickych parametrov)

« Vyrazny nedostatok dat dihodobej klinicke| efektivity
(funkCny status, cost-effective analyza, dlhodobé
sledovanie)



« PRAGUE-26 (Catheter-directed Thrombolysis In
Intermediate-High Risk Acute Pulmonary Embolism)

« PEERLESS II: A Randomized Controlled Trial of Large-Bore
Thrombectomy Versus Anticoagulation in Infermediate-
Risk Pulmonary Embolism

« PE-TRACT trial: A multicenter randomized trial to evaluate
catheter-directed therapy for the treatment of
InNfermediate-risk pulmonary embolism




Odporucania davaju velky priestor
osefrujucemu lekdrovi na rohodnutie o
vedeni lieCby (PERT team)

Vzhladom na charakter diagndzy a
buducnost pacienta je potfrebné
mysliet na vsetky moznosti lieCby

Intervencny pristup je modalitou ktord
mbze zmenit buducnost pacienta k
lepSiemu
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