
11/21/25

1

Clinical Outcomes In The CLOUT Registry
and The Design Of The DEFIANCE Trial

Dr. Steven D. Abramowitz
Chairman, Department of Vascular Surgery

Physician Executive Director MedStar Vascular Surgery Program
Associate Professor of Surgery, Georgetown University School of Medicine

1

Disclosures 

Advisor: Inari/Stryker

2

Current Landscape
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Prior DVT studies has assessed lytic-based endovascular solutions1-3

• A clear PTS benefit over medical management has not yet been demonstrated

Mechanical thrombectomy (MT) with the ClotTriever System has been 
shown to restore vessel patency and relieve symptoms4,5

• Low PTS rates and severity

   Randomized controlled trial (RCT) evidence is needed
• Propensity score matched analysis of MT versus ATTRACT anticoagulation arm 

shows lower and less severe PTS in MT-treated patients6

DVT: deep vein thrombosis; PTS: post-thrombotic syndrome. 
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ClotTriever Outcomes from the CLOUT Registry  

>92% 99.4% 
Single-session treatment

Median estimated blood loss

0.2% 

0

Device-related SAEs

Vessel damage
Valve damage

Acute kidney injury (AKI)
n  =  4 9 9

8.0%

n  =  4 9 9

Complete or near-complete 
thrombus removal*

*≥75% thrombus removal determined by independent core 
laboratory-assessed Marder scores 

n  =  4 8 6

Of patients free from 
moderate or severe PTS 

symptoms 

Flow via duplex ultrasound

n  =  4 9 9

n  =  4 4 6

n  =  4 9 9

Procedural Highlights Interim 2 Year 
Outcomes

n  =  2 0 6

Safety 

n  =  1 6 9

40 mL 

>90% 6-month

95% 

Improvement in QoL
Reduction in Pain  

Rethrombosis/
residual thrombus rates

5.0%
30-day

Indications: The ClotTriever Thrombectomy System is indicated for the non-surgical removal of thrombi and emboli from blood vessels. Injection, infusion, and /or aspiration of contrast media and other fluids into or from a blood vessel. The ClotTriever Thrombectomy System is 
intended for use in the peripheral vasculature including deep vein thrombosis (DVT). See Instructions for Use for Indications for Use, contraindications, warnings and precautions.  Caution: Federal (USA) law restricts this device to sale by or on the order of a physician
MM-01486_Rev.B_EN_2023-11-06                                                                                                    Inari Medical Inc.    |    6001 Oak Canyon, Suite 100 Irvine, CA 92618    |    www.inarimedical.com 

1..Dexter, D et. al., Safety and Effectiveness of Mechanical Thrombectomy From the Fully Enrolled Multicenter, Prospective CLOUT Registry, Journal of the Society for Cardiovascular Angiography & Interventions. 2. Shaikh A, et al. Six-Month Outcomes of Mechanical 
Thrombectomy for Treating Deep Vein Thrombosis: Analysis from the 500-Patient CLOUT Registry. Cardiovasc Intervent Radiol. 2023 Aug  3. Interim Two Year Outcomes from the Multicenter Prospective CLOUT Registry presented by Dr. David Dexter. AVF 2024
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68%

29%

88%

61%

Patients with ≥75% thrombus clearance Pa tien ts  wi th 1 00% t hr om bu s cle ara nce

P < 0 .0 0 1

1. Abramowitz S., Mechanical Thrombectomy vs. Pharmacomechanical Catheter Directed Thrombolysis for the Treatment of Iliofemoral Deep Vein Thrombosis: A Propensity Score Matched Exploratory Analysis of 12 Month Clinical Outcomes. Eur J Vasc Endovasc Surg. 2023 Nov                                                                                                               

2X More patients achieved
 100% clot clearance

PCDT
ATTRACT 

ClotTriever
CLOUT

Patients with
≥75% thrombus clearance*

Patients with
100% thrombus clearance*

P < 0 .0 0 1

2X

Any PTS

V.

V.

38%

18%

17%

5%

PCDT ClotTriever

Moderate to Severe PTS

PCDT ClotTriever

PCDT
ATTRACT 

ClotTriever
CLOUT

PTS rates at 1 year

*Thrombus removal assessed by Marder Scores

P C D T : P h arm aco m e ch an ica l cath e te r d ire cte d  th ro m b o lysis  (in fu sio n , A n g io Je t, T re llis)

Propensity Matched Analysis
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DVT: deep vein thrombosis; MT: mechanical thrombectomy; RCT: randomized controlled trial. 

DEFIANCE | 300 patients | 60 global sites
Prospective, multicenter, international RCT | symptomatic, unilateral iliofemoral DVT

Randomization  1:1

Objective: Compare clinical outcomes of patients treated with

vsInterventional Arm 
MT using the ClotTriever System

Conservative Medical Management Arm
Anticoagulation (AC) therapy alone 

§Treatment within 72 hours of randomization

§Follow-up at 10-day visit, 30-day visit, and 6-month visit 
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DEFIANCE- Inclusion Criteria
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Unilateral 
Iliofemoral DVT 

Proximal lower 
extremity 
unilateral DVT

Symptoms < 12 
weeks

Symptom onset 
within 12 weeks of 
enrollment

Villalta >9

Significant symptoms 
as defined by a 
Villalta score > 9

> 18 Years old and 
consented

Subjects > 18 years 
old who are willing 
and able to sign 
consent
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DEFIANCE- Exclusion Criteria
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1. Bilateral iliofemoral DVT
2. Prior venous stent in the target venous segment 
3. IVC aplasia/hypoplasia or other congenital anatomic anomalies of the IVC or iliac veins
4. IVC filter in place at the time of enrollment
5. Limb-threatening circulatory compromise (e.g., phlegmasia) 
6. Clot in transit including IVC thrombus presenting as extension of >2cm into the IVC from the CIV
7. Symptomatic PE with right heart strain where the physician judges that a DVT intervention is 

inappropriate at this time.
8. Inability to be a candidate for intervention due to medical or technical reasons based on physician 

judgement 
9. Severe allergy, hypersensitivity to, or thrombocytopenia from heparin
10. Severe allergy to iodinated contrast agents that cannot be mitigated
11. Hemoglobin < 8.0 g/dl, INR > 1.7 before warfarin was started, or platelets < 50,000/µl which cannot be 

corrected prior to enrollment
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DEFIANCE- Exclusion Criteria (continued)

1 0

12. Severe renal impairment (estimated GFR < 30 ml/min) in patients who are not yet on dialysis
13. Inability to provide therapeutic anticoagulation per Investigator discretion 
14. Uncontrolled severe hypertension on repeated readings (systolic > 180mmHg or diastolic > 105mmHg)
15. Recently (< 30 days) had DVT interventional procedure
16. Subject is participating in another study that may interfere with this study
17. Life expectancy < 6 months or chronic non-ambulatory status 
18. Known hypercoagulable states that, in the opinion of the Investigator, cannot be medically managed 

throughout the study period
19. Subject has any condition for which, in the opinion of the Investigator, participation would not be in the 

best interest of the subject (e.g., contraindication to use of ClotTriever per local approved labeling, 
compromise the well-being or that could prevent, limit, or confound the protocol-specified assessments)

20. Subject has previously completed or withdrawn from this study
21. Patient unwilling or unable to conduct the follow up visits per protocol
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1Kahn SR, et al. Definition of post-thrombotic syndrome of the leg for use in clinical investigations: a recommendation for standardization. J Thromb Haemost 2009.    
AC: anticoagulation; PTS: post-thrombotic syndrome; VTE: venous thromboembolism. 

Primary Endpoint 
Hierarchal composite endpoint

• ≥15 (severe PTS)
• 10-14 (moderate PTS)

• 5-9 (mild PTS) 
• 0-4 (no PTS)

• VTE-related death, amputation, or gangrene (failure)

• Surgical thrombectomy in either arm or endovascular 
procedure in the AC arm (escalation) 

1 Treatment failure or therapy escalation 
through 6-month visit Adjudicated by a medical monitor

2 PTS severity 
at the 6-month visit

Defined by Villalta score assessment 
adhering to best practices1
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DEFIANCE- Secondary Endpoints
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The secondary endpoints of the study will assess effectiveness in the index leg, as follows:

Composite clinical endpoint constructed as a win ratio hierarchy of the following three components, 
assessed at the 10-day visit

Vessel compressibility assessed by duplex ultrasound via core lab (VasCore)
Pain as assessed by the NPRS
Improvement of edema as assessed by leg calf circumference measurements

Assessment of PTS severity, as defined by the Villalta scale, at the 6-month follow-up visit 

Secondary Endpoints
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DEFIANCE- Safety
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The safety endpoint will assess the following:

Incidence of death through the 30-Day Visit

Incidence of major bleeding through the 30-Day Visit

Incidence of new symptomatic PE through the 30-Day Visit

Access site complications requiring endovascular or surgical repair

SAFETY
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Signed ICF, M eets all 
inclusion criteria and no 

exclusion criteria. 

Intervention 
Arm 

(ClotTriever)

Conservative 
Medical 

Management 
Arm (AC)

CT procedure within 72 
hours

AC started within 72 
hours

• 10-day in-person
• 30-day in-person 

or remote
• Every 30 days 

phone calls
• 180-day in-person

Study Exit

DEFIANCE- Schedule for Both Arms

Baseline

Randomization
 time 0

Index Treatment

Follow Up 

Exit
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DEFIANCE- DEFIANCE- Primary Endpoint Composite 
Endpoint: Therapy Escalation Tool Example 
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Therapy escalation consideration thresholds for 14+ days (green zone) and 30+ days (yellow zone). Patients with values in the red zone are not eligible for therapy escalation.
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AC: anticoagulation; DVT: deep vein thrombosis; MT: mechanical thrombectomy; RCT: randomized controlled trial. 

DEFIANCE is the first RCT to compare MT with the ClotTriever System 
and AC alone for DVT

Results of the study may inform treatment guidance for patients with 
symptomatic, unilateral iliofemoral DVT

Currently enrolling, first patient enrolled January 12, 2023

DEFIANCE  |  NCT05701917

DEFIANCE - Implications
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DEFIANCE - Summary
RCT of ClotTriever vs. anticoagulation in DVT

ELIGIBLE PATIENTS
Sym ptom atic unilateral iliofem oral DVT

300 Patients, Random ized 1:1

Conservative M edical M anagem ent 
(Anticoagulation) Arm

Intervention 
(ClotTriever System ) Arm

Randomization (+/- Index Procedure) > 10-day Visit > 30-day Visit > 6-month Visit

300 PATIENTS IN RCT:  1:1
Enrolling up to 300 patients with sym ptom atic proxim al DVT, 
random izing to intervention led by the ClotTriever system  or 

conservative m edical therapy alone.

FOLLOW UP
Patient followed through 6-m onths follow-up

PRIMARY ENDPOINT
W in ratio hierarchy com paring
1. Occurrence of treatm ent failure or therapy escalation

2. Assessm ent of PTS severity, as defined by the Villalta    
    scale, at the 6-m onth visit 

ROBUST STUDY CONDUCT
- Independent core laboratory for duplex ultrasound
- Independent m edical m onitor for safety adjudication

- Best clinical practices1 to evaluate PTS severity,
    including blinded Villalta assessm ent
1Kahn SR, et al. J Thromb Haemost 2009.  
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DEFIANCE
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