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Mechanical thrombectomy (MT) is a promising treatment 
option for proximal lower-extremity deep vein thrombosis 
(DVT)1-5

Long-term outcomes are sparsely reported across the field of DVT intervention6-8

Background

1Jolly, et al. JVSVL. 2022. 2Weissler, et al. Ann Vasc Surg. 2022. 3Dexter, et al. JSCAI. 2023. 4Shaikh, et al. CVIR. 2023. 
5Bisharat, et al. JSCAI. 2024. 6Vedantham, et al. NEJM. 2017. 7Enden, et al. Lancet. 2012. 8Notten, et al. JAHA. 2021.

For the first time, we present the complete 2-year outcomes of MT
 with the ClotTriever System and the final primary output of the CLOUT registry

The ClotTriever System

ClotTriever SheathClotTriever Catheter

Coring Element

Collection Bag

A mechanical thrombectomy system designed for wall-to-wall thrombus 
extraction without thrombolytics and regardless of thrombus age

Design: Prospective, multicenter, all-comer, 
single-arm registry

Objective: Evaluate patient outcomes for 
proximal lower extremity DVT treated with the 
ClotTriever System
Primary Endpoint: Complete or near-complete 
(≥ 75%) thrombus removal by Marder score
Study Conduct: 

Independent core laboratory assessment of 
thrombus removal
Independent medical monitor adjudication of 
safety events

The CLOUT Registry (NCT03575364)
 

Complete Outcomes from the Largest Mechanical Thrombectomy Study in the Field of 
DVT

N = 499
Patients enrolled from 43 US sites

n = 340
Status known at 2-year visit

n = 296
Alive at 2-year visit

n = 285
Completed the study

n = 11
Did not complete study

Duplex ultrasound, clinical, and functional 
outcomes assessed at 2 years

Characteristic Median [IQR] or n (%)

P
at
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 L
ev

el Age (years) 61.9 [48.0 – 70.8]
Female 252 (50.5)
Bilateral DVT 22 (4.4)
Prior history of DVT 124 (24.9)
Contraindicated to thrombolysis 157 (31.5)

Li
m

b 
Le

ve
l

Provoked DVT 207 (40.3)
Previous treatment of current DVT 120 (23.2)
DVT location

Isolated iliofemoral 52 (10.5)
Iliofemoral and femoral-popliteal 337 (68.1)
Isolated femoral-popliteal 106 (21.4)

Patient Characteristics
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1Dexter, D. et al. JSCAI. 2023. 2Dexter, D. AVF 2024 Annual Meeting, Tampa, FL.

Procedural Highlights

0.2%
Device-related 

SAEs*

Safe, single-session 
procedure1

*Serious adverse events (SAEs) adjudicated by 
an independent medical monitor

99.4%
Single-session

40 mL
Median estimated 

blood loss

0
SAEs* related to 
valve or vessel 
damage or AKI

5.0%
Rethrombosis SAEs* 

at 30 days

8.4%
Rethrombosis SAEs* 

at 6 months

Effective thrombectomy 
with durable outcomes1-2

†Complete or near-complete (≥ 75%) thrombus 
removal by core lab-assessed Marder score

91.2%
Complete or near-

complete thrombus 
removal†

P values derived from McNemar or McNemar-Bowker tests calculated with paired baseline and follow-up visit values.

Recovered Vessel Function

Flow, by duplex ultrasound

27.2%

85.6%
93.9%
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Partial
Full

p < .0001

28 .0%

87 .8%

96 .2%

Compressibility, by duplex ultrasound

Low PTS Incidence

18.8%

71.6% 76.8% 81.0% 81.5%34.2%

19.2% 14.4% 10.4% 12.1%
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Post-thrombotic Syndrome, by Villalta Score

At 2 Years

81.5%
Freedom from PTS

93.6%
Freedom from 

moderate or severe PTS

P values comparing values between baseline and follow-up visit derived from Wilcoxon signed-rank.

Sustained Symptom Relief

Pain, by NPRS Limb circumference, proxy for edema

0

2

4

6

8

10

Bas el ine
n=431

30 Days
n=378

2 Years
n=250

M
ed

ia
n 

N
P

R
S

 S
co

re

5.0

0.0 0.0

p < .0001

54.9

39.0
51.4

37.3
51.4

37.8

0

10

20

30

40

50

60

70

M
ea

n 
C

irc
um

fe
re

nc
e 

(c
m

)

p < .0001

p = .0441

p < .0001

Baseline
n=422

Mid-thigh Mid-calf

30d
n=337

2y
n=203

Baseline
n=420

30d
n=340

2y
n=206

P values comparing values between baseline and follow-up visit derived from Wilcoxon signed-rank.

Improved Quality of Life

Venous disease severity, by rVCSS Quality of life, by EQ-5D
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0.861 1.000

The CLOUT registry demonstrates positive and durable 
outcomes through 2 years following MT with the ClotTriever 
System:

Flow and compressibility in over 90% of treated limbs

PTS incidence of 18.5%, with only 6.4% with moderate or severe PTS

Continued improvements in clinical symptoms and quality of life

Definitive evidence to come with the DEFIANCE RCT (NCT05701917):

investigating ClotTriever outcomes compared 1:1 with anticoagulation alone

Conclusions
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