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TricValve CAVI: A physiological approach to severe TR
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TricValve Enables Systemic & Clinical Improvement 

While Maintaining All Future Options

TricValve

Reverse RV remodeling, ↓ TV annular 
size, reduced coaptation gap

↑KCCQ, 
↓decongestion, ↑CO 

Severe TR + RHF
Optimized T-TEER or 

TTVR (if needed)

??



TRICAV-1: Alleviating Caval Reflux in RHF

Compassionate 

Use

◎ 31 patients treated in 

the US

◎ Not eligible for clip or 

replacement or surgery

TRICAV-I EFS
◎ Largest Heterotopic 

Replacement trial for TR to date

◎ Up to 80 patients

◎ 50 US sites

◎ Treated 53 patients

TRICAV-II
◎ Randomized vs OMT (2:1)

◎ 430 randomized pts

◎ 60 US sites

◎ Includes 200 pts Registry

◎ Crossover at 12 months

-I -II

◎ This Presentation ◎ In Discussion with FDA

Indication for Use

Patients with hemodynamically relevant tricuspid insufficiency and caval reflux, who are at extreme 

risk or inoperable for open surgical therapy.

CAUTION: Investigational study device. Limited by Federal law to investigational use.



TRICAV-1 US SITES (N=50)

Upcoming (24)Enrolling(26)

CAUTION: Investigational study device. Limited by Federal law to investigational use.



TRICAV-1 Site Enrollment

CAUTION: Investigational study device. Limited by Federal law to investigational use.
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Mass General
St. Josephs

Montefiore Medical Center
Largo Health

Tampa General Hospital
Intermountain

MedStar Washington
Lahey Clinic

UVA
Endeavor Health

Ascension St. Vincent
Cardiovascular Inst. Of South

Minneapolis
UPMC Pinnacle/Harrisburg

UTHealth Houston
Cleveland Clinic

Houston Methodist
Sentara

Scripps Memorial
MUSC

Carilion Clinic
North Shore

UCSF
UC Davis

Delray Medical Center

Implanted Consented/Screened

Top Implanting Sites

Houston Methodist: 8

Cleveland Clinic: 7

Scripps Memorial: 4

UVA Health: 4

Intermountain: 4

UMPC Pinnacle: 4

53 Patients 
Implanted with 

TricValve



TRICAV-1: Endpoints

CAUTION: Investigational study device. Limited by Federal law to investigational use.



TRICAV-1 

Study Progress

CAUTION: Investigational study device. Limited by Federal law to investigational use.

Screen failure rate is driven 

by lack of a larger IVC size 

and clinical exclusion 

criteria



TRICAV-1: Baseline Data

Baseline characteristics

Age (years) 79.6 ± 8.0

Female 38%

Male 62%

NYHA (%) IV (2%); III (98%)

Euro Score II 6.00 ± 4.56

TRI-Score 4.6 ± 1.6

TR etiology (%) FTR (80%); DTR (20%)

Atrial Fibrillation 92%

Cancer History 36%

Coronary Artery Disease 48%

Pacemaker/ICD 40%

Prior Tricuspid Intervention 14%

Renal Dysfunction 38%

Laboratory values

NTproBNP (pg/mL) 2185.9 +/- 2677.2

Creatinine (mg/dL) 1.28 +/- 0.37
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TRICAV-1: Procedural Results in 50 Patients

Variables
TricValve Procedural 

Outcomes

Procedures Time Skin-to-Skin (min) 87.8 +/-34.0

Successful deployment and correct 

positioning of TricValve valves
96%*

Successful access, delivery,  and 

retrieval of TricValve delivery system
98.0%

No emergency surgery or 

reintervention
0%

No procedural mortality 0%

*1 Valve in Valve for PVL; 1 Tortuosity preventing IVC deployment 



TRICAV-1: 30-Day Echo data

Echo Parameters
Baseline

[Mean±SD] 

30-Days

[Mean±SD] 

LVEF (%) 55.9 ± 8.6 57.0 ± 8.4 

PASP (mmHg) 33.1 ± 12.2 31.4 ± 10.6 

RV TAPSE (mm) 18.2 ± 4.4 16.9 ± 4.3

RV Free Wall Strain (%) -22.7 ± 5.2 -21.1 ± 6.4 

RV Fractional Area Change (%) 35.0 ± 8.0 34.6 ± 8.7

Caval Reflux Severity 
Grade 2 (2%) (n=1)

Grade 3 (90%) (n=45)

Grade 1 (57%)*

Grade 2 (22%)*

Grade 3 (2%)

*Echo data being collected & analyzed: some data is not available yet.



TRICAV-1: MAEs at 30 Days
N (%)

Life Threatening Bleeding 1 (2.1%)

Major Access-site and Vascular Complications 2 (4.2%)

Valve-in-Valve 2 (4.2%)

NO OCCURENCE OF: 
• Cardiovascular Death

• Q-Wave Myocardial Infarction

• Disabling Stroke

• Pulmonary Embolism

• Renal Failure Requiring Dialysis

• Major Cardiac Structural Complications

• Need for Pacemaker Implantation

• Any Valve-related Dysfunction, Migration, Thrombosis

Favorable Safety 

Profile At 30 Days 

in High-Risk Elderly 

Population with 

Multiple 

Comorbidities



TRICAV-1: Clinical Functional Outcomes
Improvement at Any Follow-Up

(30 Days to 6 Months)

Frequency

n %

Improvement of 1 or More 

Endpoints 35 83.3%

NYHA + KCCQ + 6MWD 9 21.4%

NYHA + KCCQ 10 23.8%

NYHA + 6MWD 4 9.5%

NYHA Only 6 14.3%

KCCQ + 6MWD 1 2.4%

KCCQ Only 5 11.9%

Improvement

(> 1 Class)

NYHA
Improvement

(Score > 10 Points)

KCCQ
Distance Improvement

(> 30 meters)

6MWT

Based on Limited Available Data. Study Follow-Up is Ongoing.

9

104

6

1

5

NYHA + KCCQ + 6MWD NYHA + KCCQ

NYHA + 6MWD NYHA Only

KCCQ + 6MWD KCCQ Only

Composite Assessment of

TricValve Clinical Response



Baseline 30 Days 3 Months 6 Months

KCCQ
50.6 ± 19.3

(n=50)
54.4 ± 24.5

(n=44)
60.4 ± 21.6

(n=29)
65.5 ± 22.3

(n=15)

6MWT
(mt)

258.1 ± 125.6
(n=50)

244.5 ± 101.5
(n=36)

256.4 ± 97.4
(n=24)

265.8 ± 105.7
(n=14)

TRICAV-1: 30-Day Functional Status
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TricValve: Bringing CAVI to our suffering ‘forgotten 

majority’ US TR patients


