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ABSTRACT

Background: Mechanical thrombectomy is a promising treatment option for deep vein thrombosis; however, long-term data are lacking. Here, we report for
the first time the 1-year clinical outcomes from the completely enrolled ClotTriever Outcomes (CLOUT) registry evaluating mechanical thrombectomy with
the ClotTriever System (Inari Medical).

Methods: The CLOUT registry (NCT03575364) is a prospective, multicenter, single-arm study that enrolled 500 patients with proximal lower extremity deep
vein thrombosis. Prespecified 1-year outcomes include Villalta score and corresponding postthrombotic syndrome (PTS) severity, duplex ultrasound findings
of patency (defined as the presence of flow with normal or partial compressibility), Revised Venous Clinical Severity Score, and quality of life (Qol).

Results: In CLOUT, the median age was 61.9 years and 50.5% of patients were women. A total of 310 patients completed the 1-year visit. The 1-year PTS rate
(Villalta score > 5) was 19.3% and the moderate-to-severe PTS rate (Villalta score > 10) was 8.8%. Median Villalta score decreased from 9.0 (IQR, 5.0-14.0) at
baseline to 1.0 (IQR, 0.0-4.0) at 1 year (P <.0001). Similar rates of PTS and moderate-to-severe PTS were observed among limbs assessed at all study time
points. Patency was observed in 94.2% of limbs. Median Revised Venous Clinical Severity Score was 6.0 (IQR, 3.0-9.0) at baseline and 3.0 (IQR, 1.0-4.0) at 1
year (P <.0001). Additionally, 90.4% of patients experienced improvements in QoL.

Conclusions: One-year outcomes from the CLOUT registry demonstrate low PTS rates and preserved patency accompanied by improved symptom relief and
Qol. Study follow-up through 2 years is ongoing.

Introduction

Patients frequently experience unfavorable long-term outcomes
following treatment for deep vein thrombosis (DVT), with up to 50%
developing postthrombotic syndrome (PTS)." PTS is a chronic condition
associated with profound and enduring clinical, economic, and quality
of life (Qol) implications. In the aftermath of an initial acute DVT
episode, the emergence of PTS significantly contributes to work-related

disability.? PTS manifestations can vary from mild discomfort, swelling,
itching, or heaviness during physical activity to severe edema and pain
even at rest. As many as 10% of patients progress to severe PTS, which
may involve the development of venous leg ulcers.® The QoL of these
patients is comparable to that of individuals with congestive heart
failure or cancer’

Anticoagulation (AC) is the standard of care for DVT treatment,
with intervention recommended for more severe or complex

Abbreviations: DUS, duplex ultrasound; DVT, deep vein thrombosis; EQ-5D, EuroQol Group 5-dimension questionnaire; FP, femoral-popliteal; IF, iliofemoral; NPRS, numerical pain
rating scale; PTS, postthrombotic syndrome; Qol, quality of life; r'VCSS, Revised Venous Clinical Severity Score.
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manifestations.”” Catheter-directed thrombolysis (CDT) is an inter-
ventional approach that has been evaluated in randomized controlled
trials, aiming to reduce the incidence and severity of PTS following DVT
in comparison to AC treatment.®'0 Although these trials have
demonstrated certain benefits, they have not established superiority
over AC in terms of long-term PTS reduction. The ClotTriever System
(Inari Medical) is a mechanical thrombectomy device that has been the
subject of frequent investigation.'"'? Unlike CDT, the ClotTriever Sys-
tem operates without the use of thrombolytics. Consequently, such
mechanical thrombectomy aims to rapidly restore patency within a
single session, while mitigating bleeding risks."®

The ClotTriever Outcomes (CLOUT) registry (ClinicalTrials.gov
identifier: NCT03575364) is a prospective, multicenter, single-arm
study designed to assess patient outcomes over a 2-year period
following mechanical thrombectomy with the ClotTriever System for
proximal lower extremity DVT. In-hospital and 6-month outcomes for
the fully enrolled cohort of 500 patients have demonstrated near-
complete or complete thrombus removal in 91.2% of limbs, with a
low device-related serious adverse event rate of 0.2% and sustained
clinical improvements through the 6-month follow-up period."""
Despite these promising results, the long-term clinical outcomes of the
ClotTriever System have yet to be evaluated. Here we report the 1-year
clinical outcomes from the CLOUT registry for the first time.

Methods
Study overview

The CLOUT registry began enrolling patients with DVT in
September 2018. In February 2022, the registry completed enrollment
of 500 patients at 43 study sites (Supplemental Table S1). Enrolled
patients underwent interventional treatment using the ClotTriever
System, a mechanical thrombectomy system specifically designed for
the extraction of large thrombi from peripheral veins. Detailed inclusion
and exclusion criteria for the registry have been previously published.w3
Enrolled patients were required to be >18 years of age and present
with either unilateral or bilateral proximal lower extremity DVT,
regardless of the duration of symptoms, prior treatment failure for the
current DVT event, or contraindications to thrombolytic therapy. The
index DVT needed to involve the femoral vein, common femoral vein,
iliac vein, and/or inferior vena cava. Patients were excluded if they were
ineligible for AC therapy or if they had a prior stent in the target venous
segment or an inferior vena cava filter in place at the time of the
planned procedure. Follow-up assessments were scheduled at 30 days,
6 months, 1 year, and 2 years following the intervention, and data were
analyzed per the study protocol.

Outcomes

Duplex ultrasound. Duplex ultrasound (DUS) was strongly recom-
mended and performed in accordance with standard procedures at
each study site. The examination included assessment of flow (cate-
gorized as present, absent, or not evaluable), compressibility (catego-
rized as normal, partially compressible, incompressible, or not
evaluable), and patency (defined as the presence of flow with normal or
partial compressibility).

Villalta and PTS severity. The Villalta Scale stratifies the severity of
PTS in lower extremity DVT based on 5 patient-rated symptoms and 6
clinician-rated clinical signs, each on a scale of O to 3, for a combined
score ranging from 0 to 33."* Villalta Scale scores were collected, and
corresponding PTS severity was assessed. PTS was defined by a Villalta
Scale score of >5 and further categorized into mild (Villalta 5-9),

moderate (Villalta 10-14), and severe (Villalta >15) subgroups. Addi-
tionally, Villalta and PTS rates for patients with complete data across all
time points were evaluated to analyze PTS progression over time.

Revised Venous Clinical Severity Score. The Revised Venous Clinical
Severity Score (r'VCSS) was used to assess the severity of venous disease.
Itinvolves examination and subsequent categorization of 10 components
on a scale of 0 (none) to 3 (severe). These components include pain,
varicose veins, venous edema, skin pigmentation, inflammation, indura-
tion, the use of compression therapy, and active ulcer number, duration,
and size. The cumulative score, ranging from 0 to 30, is derived from the
summation of these individual component scores.

Symptom relief and QoL. Symptom relief was determined by evalu-
ating changes in leg edema and pain. Edema reduction in treated limbs
was measured by midthigh and midcalf circumference. For unilateral
DVT patients, the midthigh edema ratio and midcalf edema ratio were
calculated by dividing the circumference of the treated limb by the
corresponding circumference of the untreated limb.

Pain levels were documented using the numeric pain rating scale
(NPRS), in which patients indicated their pain level on a scale ranging
from O (indicating no pain) to 10 (representing the worst possible pain).
Patient-reported Qol was assessed using the EuroQol Group 5-dimen-
sion questionnaire (EQ-5D), which comprises 5 aspects of Qol:
mobility, self-care, activity, pain, and anxiety. The EQ-5D cumulative
score ranges from 0.0 (death) to 1.0 (best possible health).

Statistical analysis

Continuous variables were presented as means with their corre-
sponding SDs or as medians with IQR, as appropriate. Categorical
variables were presented as frequencies and percentages. Wilcoxon
signed-rank and McNemar-Bowker tests were applied to test the
changes from baseline for continuous and categorical outcomes,
respectively, using available paired values. P values of <.05 were
considered significant. All analyses were performed using SAS version
9.4 (SAS Institute) and R version 4.1.2 (R Foundation for Statistical
Computing)."

Post hoc exploratory analyses included reporting of the following
subgroups: iliofemoral (IF) DVT and isolated femoral-popliteal (FP) DVT,
evaluation of patients with prior treatment for their current index DVT
event, and patients with contraindications to thrombolytic agents.

Results

The full analysis population of the CLOUT registry consists of 499
patients with a total of 521 treated limbs. Comprehensive baseline
characteristics and procedural outcomes for the entire CLOUT
cohort have been previously published, with a summary available in
Supplemental Table 52 and the Central Illustration.!" In brief, the me-
dian patient age was 61.9 years, with 50.5% (n = 252) of patients being
women, and 30.7% (n = 153) having either an absolute or relative
contraindication to thrombolytics. Among the treated limbs, 78.6% (n =
389) were affected by IF DVT, whereas 21.4% (n = 106) were diagnosed
with isolated FP DVT. Notably, the target DVT had been previously
treated in 23.2% (n = 120) of limbs and in most cases, AC was the prior
treatment method (nh = 106).

The enrollment flowchart illustrating patient inclusion is presented in
Figure 1. One-year follow-up visits were successfully completed by 310
patients (62.1%), with 30 patients missing their scheduled follow-up.
Thirty-five patients (7%) passed away during the course of the study,
and 124 patients (24.8%) were either withdrawn or had an unknown
disposition.
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Central lllustration.

Summary of acute procedural outcomes and vessel flow and postthrombotic syndrome (PTS) at 1 year.

DUS

Results of DUS interrogation are provided in Table 1. At 1 year,
95.5% (n = 235) of treated limbs demonstrated the presence of flow
and 96.7% (n = 234) exhibited normal or partial compressibility, rep-
resenting significant improvements from baseline (P < .0001 each).
Patency was present in 94.2% (n = 227) of limbs at 1 year compared
with 17.3% (n = 72) of limbs at baseline (P < .0001).

At the 1-year follow-up, significant improvements in DUS flow
and compressibility compared with baseline were observed in limbs

500 patients enrolled at 43 US clinical sites
(

affected by both IF DVT and isolated FP DVT (Table 1; P < .0001).
DUS outcomes in limbs affected by IF DVT and isolated FP DVT
were similar to one another and consistent with the overall findings
among patients with DUS assessments at the 1-year follow-up. In
limbs treated for IF DVT, patency was restored in 94.0% (n = 173) of
cases at 1 year, a significant increase from the 18.4% patency rate
(n = 58) observed at baseline (P < .0001). Similarly, in limbs treated
for isolated FP DVT, patency was present in 93.6% of cases (n = 44)
at 1 year, significantly improved from the baseline rate of 11.8%
(n = 10) (P < .0001).

N =499
analysis population

L n = 1 ineligible per study criteria ]

n = 375 (75.2%)
status known at 1-year

[ n = 124 (24.8%) withdrawn or unknown ]

n = 340 (68.1%)
alive

n =35 (7.0%) deaths ]

—

—

n = 30 (6.0%) missed follow-up ]

n =310 (62.1%)
completed 1-year visit

Figure 1.

Patient disposition flowchart. One year following treatment for proximal lower extremity deep vein thrombosis.
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Table 1. Duplex ultrasound flow, compressibility, and patency outcomes from baseline to 1-year follow-up in the overall population, iliofemoral deep vein

thrombosis, and isolated femoral-popliteal deep vein thrombosis.

Outcomes Overall population IF DVT Isolated FP DVT
Baseline 1y Baseline 1y Baseline 1y
Flow n = 445 n =246 n =337 n=188 n=288 n=148
Present, % 27.2 95.5 27.9 95.7 22.7 93.8
Change® 68.1 67.8 70.2
P value® <.0001 <.0001 <.0001
Compressibility n =453 n =242 n =338 n=185 n=96 n =47
Normal/partial, % 28.0 96.7 28.4 96.8 22.9 95.7
Incompressible, % 72.0 3.3 71.6 3.2 771 4.3
Change® 68.2 67.8 72.6
P value® <.0001 <.0001 <.0001
Patency n=416 n =241 n=315 n=184 n =85 n=47
Yes, % 17.3 94.2 18.4 94.0 1.8 93.6
Change® 76.2 75.0 80.9
P value® <.0001 <.0001 <.0001

DVT, deep vein thrombosis; FP, femoral-popliteal; IF, iliofemoral.

@ Absolute change and P values derived from the McNemar-Bowker test calculated with paired baseline and 1-y follow-up visit values.

Villalta and PTS severity

The median Villalta score decreased significantly from 9.0 (IQR, 5.0-
14.0) at baseline to 1.0 (IQR, 0.0-4.0) at the 1-year visit (P < .0001;
Figure 2A). The median reduction in Villalta score between baseline and
the 1-year visit was 6.0 points (IQR, 2.0-10.0). As illustrated in Figure 2B,
80.7% (n = 230) of limbs were free from PTS at 1 year (P < .0001
compared with baseline). The rate of moderate or severe PTS at the 1-
year visit was 8.8% (n = 25). Assessment of the change in limb Villalta
category (PTS severity) from baseline to 1 year revealed that 88.3% (n =
218) improved or maintained their status of no PTS, whereas 5.7% (n =
14) retained their baseline Villalta category, and 6.1% (n = 15) experi-
enced a worsening in PTS severity.

The change in median Villalta score and Villalta category (PTS
severity) from baseline to the 1-year visit is presented separately for
limbs affected by IF and isolated FP DVT in Table 2. The median
reduction in Villalta score between baseline and the 1-year visit was 6.0
points (IQR, 3.0-10.0) for IF DVT and 6.0 points (IQR, 2.0-11.0) for iso-
lated FP DVT. These findings closely mirrored those observed in the
overall patient population who completed the 1-year follow-up visit.

At the 1-year visit, 81.2% (n = 173) of limbs affected by IF DVT were
free from PTS, whereas 76.3% (n = 45) of patients with isolated FP DVT
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Figure 2.

experienced a PTS-free outcome (Table 2). The rate of moderate or
severe PTS was 13.6% (n = 8) in the isolated FP group and 8.0% (n = 17)
in the IF group.

Progression over time. There were 207 limbs that had available
Villalta scores at all study time points through 1 year. When eval-
uating this cohort, the Villalta score and Villalta category (PTS
severity) outcomes remained consistent with those observed in the
overall population (Figure 3). The median Villalta score decreased
significantly from 9.0 (IQR, 5.0-14.0) at baseline to 1.0 (IQR, 0.0-4.0)
at the 1-year visit (P < .0001; Figure 3A). The median reduction in
Villalta score between baseline and the 1-year visit was 6.0 points
(IQR, 2.0-10.0). Once again, at the 1-year mark, 80.7% (n = 167) of
limbs were found to be free from PTS (Figure 3B). Notably, the rate
of moderate or severe PTS at the 1-year visit (7.7%, n = 16)
remained relatively consistent with the rate observed at the
6-month visit (6.2%, n = 13). An assessment of the change in Vil-
lalta category (PTS severity) from baseline to 1 year revealed that
88.9% (n = 184) of patients improved or maintained a status of no
PTS, whereas 5.8% (n = 12) maintained their baseline level Villalta
category, and 5.3% (n = 11) experienced a worsening in PTS
severity.

Villalta Category (PTS Severity)

P <.0001

W Villalta 15+ (Severe)
@ Villalta 10-14 (Moderate)
@Villalta 5-9 (Mild)

mVillalta 0-4 (None)

1 Year
n =285

Baseline
n =441

Summary of Villalta and postthrombotic syndrome (PTS) severity outcomes. At 1-year follow-up, patients in the CLOUT registry had significant reductions in (A) median Villalta
score and (B) PTS severity when compared with baseline. Most patients (80.7%) had no PTS 1 year posttreatment, whereas 8.8% had moderate or severe PTS. Boxes represent IQR
(Q1, Q3) with horizontal bars representing median values and vertical lines representing 1.5x (Q1-Q3). P values comparing values between baseline and 1-year visit derived from the
Wilcoxon signed-rank test for the Villalta score and the McNemar-Bowker test for PTS severity.
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Table 2. Median Villalta score and postthrombotic syndrome severity rate from baseline to 1-year follow-up for iliofemoral deep vein thrombosis vs isolated femoral-

popliteal deep vein thrombosis.

Outcomes IF DVT Isolated FP DVT
Baseline 1y Baseline 1y
Villalta score n=2332 n=213 n=287 n=>59
Median [IQR] 9.0 [6.0-14.0] 1.0[0.0-4.0] 10.0[6.0-15.0] 2.0[0.0-4.0]
P value® <.0001 <.0001
PTS severity n =332 n=213 n =287 n=>59
Severe PTS, % 24.7 33 28.7 5.1
Moderate PTS, % 20.5 4.7 27.6 8.5
Mild PTS, % 37.0 10.8 28.7 10.2
No PTS, % 17.8 81.2 14.9 76.3
P value® <.0001 .0001
Change in PTS severity from baseline n=186 n=49
Improved or maintained no PTS, % 89.8 81.6
Maintained baseline severity, % 4.8 10.2
Worsened, % 5.4 8.2

DVT, deep vein thrombosis; FP, femoral-popliteal; IF, iliofemoral; PTS, postthrombotic syndrome.
@ Pvalues derived from the Wilcoxon signed-rank test for the Villalta score and the McNemar-Bowker test for PTS severity between baseline and 1-y follow-up visit.

Thrombolytic contraindications and prior treatment

Patients with baseline contraindications to thrombolytics had
numerically similar median Villalta score reductions from baseline to the
1-year visit (10.0 [IQR, 6.0-16.0] to 2.0 [IQR, 0.0-3.0], P <.0001), as well
as PTS severity outcomes when compared with the overall population
of patients with available Villalta score assessments at the 1-year visit
(Supplemental Table S3). Patients who had received prior treatment for
their current DVT (Supplemental Table S3) demonstrated significant
reductions in median Villalta score from baseline to the 1-year visit
(P <.0001) and improvements in the Villalta category from baseline to
1-year (P =.0002).

At 1-year, the PTS rate was 12.8% (n = 10) among patients with
contraindications to thrombolytic agents and 29.9% (n = 20) among
patients who had received prior treatment for their current DVT.
Furthermore, 1-year posttreatment, the Villalta PTS severity category
was either improved or maintained at the level of no PTS in 90.9% of
patients (n = 60) with contraindications to thrombolytics and in 78.3% of
patients (n = 47) with a history of failed prior DVT treatment.

Revised Venous Clinical Severity Score

Improvements in the Revised Venous Clinical Severity Score (rVCSS)
were observed, with the median overall scores decreasing from 6.0
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Figure 3.

(IQR, 3.0-2.0) at baseline to 3.0 (IQR, 1.0-4.0) at the 1-year visit
(P <.0001). Among patients with recorded rVCSS scores >0 at baseline
(n=229), 75.1% (n = 172) experienced at least a 1-point improvement
in their rVCSS at 1 year. The mean symptom severity scores for the in-
dividual components of the r'VCSS are included in Figure 4. Notably, at
both baseline and 1 year, the median rVCSS component scores for
active venous ulcer number, duration, and size remained at 0.0 (IQR,
0.0-0.0), with no significant change observed (P > .05 for all compo-
nents). Similarly, there was no significant change in the median varicose
veins component scores between baseline (0.0 [IQR, 0.0-1.0]) and 1
year (0.0 [IQR, 0.0-1.0]).

As depicted in Figure 4, the significant improvement in total rVCSS
from baseline to 1 year was primarily driven by reductions in pain
(median score from 2.0 [IQR, 1.0-3.0] to 0.0 [IQR, 0.0-1.0]; P < .0001)
and venous edema (median score from 2.0 [IQR, 1.0-3.0] to 0.0 [IQR,
0.0-1.0]; P < .0001). Additionally, significant improvements were also
observed for the skin pigmentation, inflammation, and induration
components (P <.0001 for all components). Furthermore, the utilization
of compression therapy increased from baseline to 1 year (P <.0001).

Symptom relief and QoL

Significant improvement in pain and edema was observed at 1 year
(Figure 5A, B, respectively). The median NPRS score decreased from 5.0

Villalta Category (PTS Severity; n=207)

P <.0001 P <.0001

P <.0001

2.4

WVillalta 15+ (Severe)
BVillalta 10-14 (Moderate)
@Villalta 5-9 (Mild)

Villalta 0-4 (None)

6 Months

Baseline

30 Days 1Year

Progression in Villalta and postthrombotic syndrome (PTS) severity among the same population. Improvements in (A) median Villalta score and (B) PTS severity from baseline
were observed at 30 days, 6 months, and 1 year among limbs assessed at all study time points. Boxes represent IQR (Q1, Q3) with horizontal bars representing median values and
vertical lines representing 1.5x (Q1-Q3). P values comparing follow-up and baseline assessment values were derived from the Wilcoxon signed-rank test for the Villalta score and the
McNemar-Bowker test for PTS severity.
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Figure 4.

Summary of changes in Revised Venous Clinical Severity Score (rVCSS) components. Assessments of mean + SD symptom severity scores (0 = none, 1 = mild, 2 = moderate, 3 =
severe) for each rVCSS component indicate significant improvements in pain, venous edema, skin pigmentation, inflammation, and induration at 1 year. The use of compression therapy
significantly increased from baseline to 1-year visit. n = 433-442 at baseline and n = 283-285 at 1-year visit. *P <.0001; P values are derived from the Wilcoxon signed-rank test with

comparison against baseline values.

(IQR, 2.0-8.0) at baseline to 0.0 (IQR, 0.0-2.0) at 1 year (P <.0001). A
majority of patients (86.5%, n = 180) experienced an improvement in
their NPRS score from baseline to the 1-year visit. Similarly, the mean
midthigh and midcalf circumferences demonstrated significant re-
ductions at the 1-year visit when compared with baseline (51.9 vs 54.8
cm; P <.0001 and 37.8 vs 38.9 cm; P =.0135, respectively). At 1 year,
78.5% of patients (n = 139) exhibited improvements in the midthigh
edema ratio, and 81.2% (n = 147) displayed improvements in the
midcalf edema ratio.

QoL improvements were reflected in the median EQ-5D score,
which increased from 0.687 (IQR, 0.458-0.823) at baseline to 1.000
(IQR, 0.820-1.000) at the 1-year visit (P <.0001; Figure 5C). The majority
of patients (90.4%, n = 206) experienced an improvement in their EQ-
5D score from baseline to the 1-year visit.

Discussion

This study presents the first report of 1-year outcomes derived
from the fully enrolled CLOUT registry, which includes patients with
proximal lower extremity DVT treated with the ClotTriever System
(Central lllustration). The results revealed that 1 year after treatment, the
rate of moderate-to-severe PTS was 8.8% and venous patency was
observed in 94.2% of limbs. Patients experienced a significant median
reduction of 3 points in r'VCSS at 1 year when compared with baseline.
These clinical benefits were complemented by notable improvements
in patients' symptoms and QoL. Specifically, 86.5% of patients reported
improvements in their NPRS scores and 90.4% reported enhanced EQ-
5D scores. Furthermore, 78.5% and 81.2% of patients with unilateral
DVT noted improvements in midthigh and midcalf edema ratios,
respectively.

Historically, symptomatic proximal DVT has been linked to poor
long-term patient outcomes, primarily due to the development of PTS.
Although a direct conclusion cannot be made by comparing rates
across independent studies, for illustrative purposes, the 1-year PTS
rate observed in the CLOUT study (19%; n/N = 55/285) is lower than
that reported in previous randomized controlled trials.”'% ' Moreover,
among patients with complete data across all time points, the 1-year
PTS rate remained consistent at 19%. Like CLOUT, the ATTRACT
study enrolled patients with DVT involving the femoral or more prox-
imal veins. In ATTRACT, the PTS rate in the overall population at the
1-year follow-up visit was 34% (/N = 92/272) in the pharmaco-
mechanical CDT arm and 34% (n/N = 88/258) in the AC arm.'% In the
subgroup of ATTRACT patients with IF DVT (ie, any involvement of the
iliac veins or common femoral vein), the PTS rate at the 1-year visit was
37% (n/N = 58/155) in the CDT arm and 36% (n/N = 49/137) in the AC
arm with a moderate-to-severe PTS rate of 12% (n/N = 18/155) and
18% (n/N = 24/137), respectively.'® Further, a recent propensity score
matching analysis compared CLOUT with the ATTRACT pharmaco-
mechanical CDT arm and showed that PTS rates at 1 year were 17% for
CLOUT and 36% for ATTRACT."” The CAVA study included only pa-
tients with IF DVT, and the 1-year PTS rate was 29% (n/N = 22/77) in the
ultrasound-accelerated CDT arm and 35% (n/N = 26/75) in the AC arm
with a moderate-to-severe PTS rate of 16% (n/N = 12/77) and 21% (n/N
=16/75), respectively.9 In the subgroup of CLOUT patients with IF DVT,
the 1-year PTS rate was 19% (n/N = 40/213) with a moderate-to-severe
PTS rate of 8% (n/N = 17/213). Notably, the CLOUT study included
patients with limited treatment options, including those contra-
indicated for thrombolytics and those with a history of failed prior
treatment for their current DVT.

Although current guidelines continue to recommend AC by itself as
first-line treatment for IF DVT,*” a recent position statement from the
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Figure 5.

Summary of symptom relief and quality of life (QoL) outcomes. At 1-year follow-up, patients had significant improvements from baseline in (A) median numeric pain rating scale
(NPRS) score indicating pain relief, (B) mean midcalf and midthigh measurements showing edema reduction, and (C) median EuroQolL Group 5-dimension questionnaire (EQ-5D) score
demonstrating improved QoL. Boxes represent IQR (Q1, Q3) with horizontal bars representing median values and vertical lines representing 1.5 x (Q1-Q3). P values are derived from

the Wilcoxon signed-rank test with comparison against baseline values.

Society for Interventional Radiology recommends that interventional
treatment is a reasonable option in carefully selected patients with
acute IF DVT.'® Studies focusing on patients with IF DVT have
demonstrated potential benefits with CDT compared with AC alone at
2-year follow—up.g'wé For instance, the CaVenT study reported a 2-year
PTS rate of 41% (n/N = 37/90) in the CDT arm vs 56% (n/N = 55/99)
in the AC arm (P =.047); the rate of PTS at the 1-year follow-up was not
assessed separately.8 Additionally, in the IF DVT ATTRACT subgroup,
although there was not a significant difference in the rate of
moderate-to-severe PTS at the 1-year visit, the cumulative proportion of
patients with moderate-to-severe PTS over 2 years of follow-up was
significantly lower in the CDT arm compared with the AC arm (18% vs
28%, respectively; P =.021)."

Despite the encouraging real-world prospective outcomes evident
in the CLOUT registry, there remains a gap in randomized controlled
data for mechanical thrombectomy. To that end, the recently initiated
randomized controlled DEFIANCE trial (clinicaltrials.gov identifier:
NCT05701917) will compare clinical outcomes following treatment of
symptomatic IF DVT with the ClotTriever System to the standard of care
AC. The evidence generated from the DEFIANCE trial will help deter-
mine the therapeutic value of mechanical thrombectomy in treating
acute IF DVT when compared with AC alone.*”

Even with the robust enrollment of 500 patients across 43 study sites
and the planned follow-up period extending to 2 years, it is important
to acknowledge that CLOUT is a single-arm registry study and, as such,
is inherently constrained by its study design. Consequently, the results
should be interpreted with caution. Furthermore, the attrition of registry
participants during follow-up exceeds what would typically be ex-
pected in a randomized controlled trial. Additionally, it is worth noting
that the study has limitations related to the absence of blinded evalu-
ation and core-lab adjudication for ultrasound assessments. The 2-year
follow-up of the CLOUT registry will provide valuable data to corrob-
orate the 1-year outcomes presented in this report.

Conclusions

One-year outcomes from the single-arm, multicenter, all-comer
CLOUT registry suggest preserved venous patency and low-PTS
occurrence following treatment with the ClotTriever System. These
outcomes were complemented by symptom relief and enhancements
in patient QoL. Study follow-up through 2 years is ongoing.
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