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22 vy, female, acute onset of symptoms




Descending DVT in May — Thurner syndrome.
Transpopliteal access, 10 F Aspirex® Endovascular System
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8 F: blood volume aspiration up to 75 ml/min
10 F: blood volume aspiration up to 130 ml/min




ATTRACT subgroup analysis

Endovascular Thrombus Removal for Acute lliofemoral Deep Vein
Thrombosis: Analysis from a Stratified Multicenter Randomized Trial

What are the clinical implications?

* “The findings support early use of PCDT in patients with acute
iliofemoral DVT who have severe symptoms, low bleeding risk, and
who attach greater importance to a reduction in early and late
symptoms than to the risks, costs, and inconvenience of PCDT.”

* “In patients with acute iliofemoral DVT, PCDT does appear to
provide greater reduction in acute leg pain and swelling
through 30 days follow-up, as well as reduced PTS severity,
reduced moderate-or-severe PTS, and greater improvement in
venous disease-specific quality of life through 24 months.”

Comorata et al. Endovascular Thrombus Removal for Acute lliofemoral Deep Vein Thrombosis. Analysis From a Stratified Multicenter Randomized Trial. Circulation. Volume 139, Issue 9, 26 February 2019, Pages 1162-1173



PTS*
Ulcer (any assessment) 4.6% 12 6.2%
Villalta > 5 (without ulcer) 44% 88 45%

Late endovascular procedure only 0.5% 0 0%
Total 49% 51% . 0.78,1.15

Severe PTS: Villalta> 15 8.7% 15% 0.57* 0.32,1.01 0.048




Major non-PTS treatment failure 2% 2.6% 0.80 0.22,2.92 0.73

Any treatment failure ** 97 49% 103 53% 0.93 0.77,1.13 0.47

Major bleeding in first 10 days 3 1.5% 1 0.5% 2.98 0.31,28.4 0.32
Any bleeding in first 10 days 7 3.6% 2.1% 1.74 0.52,5.85 0.36
VTE:

First 30 days . . . 0.69, 4.83

Total over 24 months . . 0.81, 2.53
Death . . . 0.33, 3.03




Safety, procedural success and outcome of the Aspirex S endovascular
thrombectomy system in the treatment of iliofemoral deep vein thrombosis-
data from the Arnsberg Aspirex registry

Michael Lichtenberg, Willhelm Friedrich Stahloff, Ahmet Ozkapi, Rick de Graaf and Frank Breuckmann




AN

OOk &




Arnsberg Aspirex registry

Table I. Overview of patients’ demographics at baseline. Table Il. Lesion characteristics and clinical symptoms.

Total 56 (100 %)
Age mean (median [Range]) in years 52 (51 [17-89]) Acute 40 (71 %
Female N (%) 37 (66 %) Subacute 13 )
Male N (%) 19 (34 %) ‘Acute on chronic 3(6%)

Smoking status Underlying lesion 56 (100 %)
Current N (%) 9(16 %) ‘May-Thurner syndrome 30 (83 %)
Former N (%) 4 (7 %) Not determined 10 (18 %)

Hypertension Cancer (active/condition post) 5(9 %)
Yes 28 (50 %) Post-thrombotic alterations 9 (16 %)

Malignancy Mechanical (e.g. V. cava clip) 1(2%)

_ -Cur-r.a-nt active 4 (7 %) Peripartal condition 1(2 %)
Condition post 5(5 %) Clinical symptoms 56 (100 %)

Oral contraceptive Swelling, est pain 38 (68 %)
Yes 21 (38 %) Swelling only 12 (21 %)
No 35 (62 %) Swelling/rest pain/lividity 6(11 %)




Table lll. Overview of target vessel lesions.

Location of occlusion (vessel) 56 (100 %)
Left complete pelvic veins including CVF, left 42 (75 %)
femoral vein (may also include profunda femoral
vein and distal part of IVC)

Left common iliac vein only 7113 %)
Left common iliac vein/Left external iliac vein 3(5 %)
without CVF

Right complete pelvic veins 4G %)

Length of occlusion [mm] N = 56 (100 %)
Mean (SD) 156.6 (72.0)
Median (Range) 150.0 (60-410)

CVF: common femoral vein: IVC: inferior vena cava; SD: standard deviation.

Table IV. Interventional details for thrombectomy procedure.

N (%)

Left popliteal vein
Left femoral vein
Bi-femoral

Fight femoral vein
Right saphena parva vein
10
8
Sheath size
10
11
8
12
Heparin [IU]
5000
10,000
Thrombolysis

56 (100 %)
27 (48 %)
12 (21 %)
50 %)
3(5%)
35 %)
a6 %

3 (6 %)

47 (84 %)

31085 %)

16 (29 %)
7 (129%)
2 {4 %)

50 (82 %)
B (11 %)

52 (33 %)

S0: standard dewviation.




Table V. Patency analysis.

Patency on follow-up month 1
Patency on follow-up month &
Patency on follow-up month 12

Table V1. Clinical outcome and safety analysis.

Time on intensive care unit [days] 56 (100 %)

foderate PTS (CEAP Score > 3, VESS > 3 1936 %
Patients by number of adverse events (non-device 56 (100 %)
related but procedure related)
Yes (puncture site blesding complication, hematoma) 11 (20 %)

No rehospitalization, re-occlusion of target vein, 48 (B6 %)
prolonged hospitalization because of AV-Fistula
operation

leee nwlfuncﬁnn reported on Aspirex 0100 %)




Endovascular mechanical thrombectomy versus thrombolysis in patients with
iliofemoral deep vein thrombosis — a systematic review and meta-analysis




Included Literature for Meta-analysis

77 records identified by database 2 potentially eligible studies
search identified through other
sources

79 identified for title and abstract screening

43 excluded
- literature review,
commentary, meta-analysis,
or protocol

36 full-text articles reviewed

16 excluded
- inadequate intervention (6)
+inadequate thrombus
localization (6)
- na results of the intervention (2)
- inadequate study type (2)

20 articles and 19 studies
included
« randomized, controlled (7)
- observational (12)
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Post-thrombotic syndrome
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Pulmc-nary embolism

Bias assessment plot
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Study Intervention Events Total Weight Proportion (95% Cl)

AbuRahma 2001 THR (COT} 15 18 6.8% 0.83 (0.59 - 0.96)

Enden 2012 THR (CDT}) 58 90 32.5% 0.64 (0.54 - 0.74)

Enden 2009 THR {CDT) 32 50 18.2% 0.64 (0.49 - 0.77)

Haig 2013 THR (CDT) 91 32.9% 065 (0.54 - 0.75)

Lee 2013 THR{COT} 26 9,6% 0.69 (0.48 - 0.86)
Pooled proportion THR (fixed effects) 100% 0.66 (0.60 - 0.71)
Cochran’sQ=2.8, p=0.58; 1*= 0%

Lichtenberg 2013 PMT (Aspirex) 100% 0.94 (0.84 - 0.99)

b“=23.5,df=1,p<ﬂ.ﬂ-u1




Meta analysis (random effect models)

Recurrent DWT
proportion (95% confidence interval)

Zhang 2014 [COT, 24 ma ] .- 0,015% 0,0033, 0,0454) ™

lee 2015 fCOT, 3ma}] |—— — 0,0355 (0,0010,0,1964)

Misbganalysis far thrambalysis (randam effects)
(P =0%)

0,0227(0,0105,0,0335)

Zhona 2014 [COT + balloan, 24 ma.] .- 0,0215 (0,005, 0,0541)

Yaaon 2018 [Angiatet, max 7 ma.] 0,0000 (0,0000,0,2130)

Yaan 2018 [Angiatetin cancer, max 8 ma.] 0,0000 (0,0000, 0,4096)

U 2018 [Angiaiet + direct steat, 12mo. ] |—Jf——— 0,0435 (0,0053, 0,1484)
i 2013 [ngiie t+ COT + staged steat, 12 ma | [f—— 0,0000 {0,0000, 0,0787)

Comerata 2018 [POOT, 24 ma.] —.— 0,1327 {0,0885, 0,1883)

N teamalysis far PMT (randam effects) —@— 0,0445(0,0046,0,1233)
(P =76,3%)
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Post-thrombotic syndrome

Bias assessmant plot

f [ 4 " 5

Frepactnn
Egger: bias = -11.6 (95% Cl:-16.6 to -6.5), p < 0.001
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Tichelaar 2016 [USG CDT]
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Dopheide 2018 [AngioJet stent] [modified]

Metaanalysis for PMT (random effects)
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0,192 (0,066, 0,394)
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Post-thrombotic syndrome
(moderate or severe} Meta analysis (random effect models)
Bias assessment plot
PTS moderatefsevere

proportion {95% confidence interval)

Engeipesges 2017 [COT} ii 0,000 (0,000, 0,154)

Tickelaqr 2016 fCOT] 0,234 (0,123, 0,380)

Engelhe sgers 2017 [USE COT] 0,043 (0,001, 0,219)
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Gambest 2018 [U5G COTF 0,139 (0,047, 0,295)

Tichelaar 3016 [U5E COT] 0,238 (0,082, 0,472)

N tranalysis for thrambaiysis (mandam effects) 0,127 (0,045, 0,241)
(P =70,3%)

Comesatz 2018 [PCDT] 0,184 (0,132, 0,245)




Meta analysis (fixed effect models)
Reflux rate

proportion (95% confidence interval)

Vogel 2012 [CDT] —— 0.65(0.41, 0.85)
Laiho 2004 [CDT] 0.44(0.20,0.70)
Laito 2004 [systemic thrombolysis] 0.75 (0.48, 0.93)

Metaanalysis for thrombolysis (fixed effects) < 0.61 (0.48, 0.74)
(P = 39,3%)

Voge! 2012 [AngicJet] 0.43(0.18,0.71)

Vogel 2012 [AngioJetTrellis] 0.51 (0.36, 0.66)

Metaanalysis for PMT (fixed effscts) — 0.49 (0.37, 0.61)
(P =0,6008)
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Study Intervention Events Total

AbuRahma 2001  THR (CDT)
Enden 2009 THR (CDT)
Enden 2009 THR (CDT)
Tichlaar 2016 THR (CDT)
Engelberger 2015 THR (CDT)
Haig 2013 THR (CDT)
Laiho 2004 THR{COT)

Lee 2013 THR (CDT)

Engelberger 2015 THR (UA CDT)

Tichelaar2016  THR (UA COT)

Laiho 2004 THR (systemic)

Pooled proportion THR (fixed effects)
Cochran’s Q = 8.3, p=0.60; 1= 0%

Murphy 2010 PMT (AngioJet)
Yoon 2018 PMT (Angiolet)
Yoon 2018 PMT (AngicJet in cancer) 0

Liu 2018 PMT (AngioJet
Y +d!ﬂmnﬂ

Liu 2018 PMT (AngioJet
) +wr+n§agea stent)

Comerota 2019 PMT (PCDT)

Lichtenberg 2019 PMT (Aspirex)

Pooled proportion PMT (fixed effects)
Cochran's Q= 1.6, p=0.95; 1 2= 0%

=12.4,df=1,p<0.001

18

50

90

62

24

92

16

26

24

33

16

Weight
4.1%
11.0%

19.7%

13.6%

Proportion (95% CI)
0.11(0.01-035)
0.04 (0.01-0.14)
0.03 (0.01 -0.09)
0.03(0.00-0.11)
0.00(0.00-0.14)
0.03(0.01-0.09)
0.13(0.02 - 0.38}
0.08 (0.01 - 0.25)
0.04 (0.00-0.21)
0.09 (0.02 - 0.24)
0.06 (0.00 - 0.30)
0.05 (0.03 - 0.07)
0.00(0.00-0.19)
0.00(0.00-0.27)
0.00(0.00- 0.46)
0.00 (0.00 - 0.08)
0.00 (0.00 - 0.08)
0.02 (0.00-0.04)
0.00(0.00-0.06)
0.01 (0.00 - 0.03)

0.2

Proportion

T
0.4




Meta analysis (fixed effect models)
Pulmonary embali

proportion (95% confidence interval)
Haig 2013 [COT] —F 0.0217 {0.0026, 0.0763)

Les 2013 [COT] I 0.0000 (0.0000, 0.1323)

AbuRahma 2001 [COT] B 0.0000 (0.0000, 0.1853)

Elsharawy 2002 [COT] ® 0.0000 (0.0000, 0.1853)

Metaanalysis for thrombolysis (fixed effects) ok T 0.0197 (0.0039, 0.0471)
{F =0%)

Liu 2018 {AngiaJet + direct stent] — 0.0000 (0.0000, 0.0771)

Liu 2018 fAngioJet + GDT + staged stent] — 0.0000 (0.0000, 0.0787)

Metaanalysis for PMT (fixed effects) 0.0054 (0.0008, 0.0304)
(P =0,9939)




According to this meta-analysis, efficacy is similar but
there are observational disadvantages CDT
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