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Background

TRILUMINATE Pivotal Trial

• Randomized 350 pts to T-TEER using TriClip vs. 

medical therapy alone

• Key findings

 Substantial reductions in tricuspid regurgitation 

 No difference in death or HFH at 1 year

 Significant improvement in patient-reported health 

status (symptoms, functional limitations, QOL)

Sorajja et al. N Engl J Med 2023;388:1833-1842

Detailed QOL analysis performed in order to:

• Examine the magnitude and durability of benefit

• Explore heterogeneity of treatment benefit

• Determine whether the QOL benefit is biologically mediated



Study Design

• Multicenter, open-label RCT in patients with severe, massive, or 

torrential TR and NYHA II-IVa

 Excluded: untreated valve disease, reduced LVEF, severe pulmonary hypertension

• Health status assessed at baseline and 1, 6, 12 months

 Kansas City Cardiomyopathy Questionnaire (KCCQ)

• Scores 0-100; higher=better; MCID=5 points

• Primary Endpoint: Overall Summary score (KCCQ-OS)

 SF-36 Physical and Mental Summary Scores

• Population mean 50 SD 10; higher=better; MCID=2.5 points



Baseline Health Status

T-TEER

(n=169)

Medical Therapy

(n=163) 

KCCQ-Overall Summary 56 ± 24 55 ± 24

Physical Limitations 59 ± 24 60 ± 26

Symptoms 63 ± 25 60 ± 26

Quality of Life 50 ± 26 46 ± 26

Social Limitation 52 ± 32 55 ± 31

SF-36 Physical Summary 35 ± 10 35 ± 10

SF-36 Mental Summary 48 ± 12 46 ± 13

*18 patients excluded due to missing all follow-up KCCQ data
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Subgroup Analyses



Subgroup Analyses



Predicted Benefit of T-TEER According to Baseline KCCQ-OS
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NNT 3.5

p<0.001

NNT 5.2

p<0.001

NNT 3.8

p<0.001

Categorical Outcomes at 1 Year

ΔKCCQ-OS ≥10 points ΔKCCQ-OS ≥20 points

KCCQ-OS ≥60 points and 

no decline of >10 points

Alive with a

large improvement

Alive and wellAlive with a

moderate improvement

NNT = Number Needed to Treat
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Exploratory Analyses (Among T-TEER Patients*)

Association of change in KCCQ-OS with change in TR grade (baseline to 1 year)

Estimate (95% CI) P-value 

Change in KCCQ-OS per 1 grade 

improvement in TR severity
4.1 (1.8 to 6.5) 0.001

Association of change in KCCQ-OS at 1 month with subsequent events

Hazard Ratio (95% CI)

per 10-point increase in KCCQ-OS
P-value 

Death 0.77 (0.64-0.93) 0.007

Heart failure hospitalization 0.70 (0.58-0.84) <0.001

Death or heart failure hospitalization 0.74 (0.65-0.84) <0.001

* Including randomized arm, roll-in patients, and those in single-arm trial (n=396)



Summary

• In patients with severe TR, T-TEER provided substantial benefits 

in terms of symptoms, functional status, and quality of life 

• The difference in health status between groups was moderately 

large, fully evident by 1 month, and sustained through 1 year

• Strong treatment interaction with baseline KCCQ-OS; patients 

with worse health status at baseline were most likely to benefit

• Exploratory analyses suggest that the observed health status 

improvement is, at least partially, biologically-mediated



Conclusion

These findings support the use of T-TEER 

with the TriClip device for improvement in the 

symptoms, functional limitations, and quality of 

life in patients with severe TR
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