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Background

• Since original EVEREST II trials, no 
new core-lab adjudicated data on 
subjects with primary MR 
undergoing Mitraclip placement 
have been reported.

• Objective is to assess outcomes 
on Primary MR patients treated 
with Next generation MitraClip
NTR and XRT system



EXPAND STUDY

• Prospective, Multi-center, 
Single Arm, International, 
Post-Market, Real World, 
Observational Study

• Inclusion criteria –
Symptomatic MR >3+, eligible 
to receive MitraClip per 
current approved indications



ECL Adjudicated MR Severity

High Device and 
Procedural 

Success Rates

High Rates of 
achieving <1+ MR





Take Home Message

• First contemporary report of ECL and CEC adjudicated 30-day clinical 
outcomes of patients with Primary MR treated with next generation 
NTR and XTR MitraClip

• High procedural success rates

• 1/3 of patients with complex mitral valve anatomy

• MR ≤ 1+ is being achieved more often with MitraClip™ NTR and XTR 
than previously observed in EVEREST II trials
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Background

• Transcatheter tricuspid repair 
options have significant 
challenges in predictable 
reduction of TR

• Transcatheter Tricuspid valve 
replacement may offer an 
alternative to repair in elderly 
high-risk patients

EVOQUE Tricuspid Valve Replacement System



TRISCEND STUDY



High Device and 
Procedural 

Success Rates

77.4% of patients had
no MAEs at 30 days

No severe
bleeding events were

life threatening or fatal



Take Home Message

• Early TR experience with the 
EVOQUE transfemoral system 
demonstrated technical feasibility, 
safety, TR reduction, and 
symptomatic improvement at 30 
days in patients with clinically 
significant TR

• Based on favorable results, a 
randomized pivotal trial (TRISCEND II, 
NCT04482062) has been initiated
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Background

Surgical occlusion of the left atrial appendage has been hypothesized to 
prevent ischemic stroke in patients with atrial fibrillation, but this had 
not been proved in previous trials.

Objective: Evaluate surgical left atrial appendage occlusion compared 
with no occlusion among patients with atrial fibrillation undergoing 
open heart surgery for another indication. 



Study Design

Inclusion criteria: Patients undergoing cardiac surgery with 
cardiopulmonary bypass and had a history of atrial fibrillation and a 
score of at least 2 on the CHA2DS2-VASc score.



Results 

Primary Outcomes 

Ischemic stroke or systemic embolism 
at 3.8 years 

4.8% vs. 7.0% (P=0.001)

Ischemic stroke or systemic embolism < 
30 days 

2.2 vs. 2.7% (P=Not significant )

Ischemic stroke or systemic embolism 
>30 days

2.7 vs. 4.6% (P=0.001)
Secondary Outcomes

No difference in perioperative bleeding, HF or 
death between the two groups.



Conclusions

• Among patients with atrial fibrillation undergoing cardiac surgery, left 
atrial appendage occlusion was superior to no occlusion.

• More benefit was observed when the results were landmarked at 30 
days versus <30 days. 

• Major bleeding was similar between the treatment groups. 

• The benefit of surgical left atrial appendage occlusion appeared to be 
additive to anticoagulation therapy; hence, this trial does not support 
surgical left atrial appendage occlusion as a replacement to 
anticoagulation therapy.





Background

• Atrial fibrillation (AF) is the most common cardiac arrhythmia.

• Previous trials have not shown superiority of rhythm control with 
antiarrhythmic drugs over rate control in patients with established AF.

• Despite improvements in the management of atrial fibrillation, 
patients with this condition remain at increased risk for 
cardiovascular complications.

Clinical question:

In patients with recently diagnosed atrial fibrillation, can early rhythm 
control reduce the risk of CV mortality, stroke, HF hospitalization, or 
ACS hospitalization?



Study Design 

N = 2789

Prospective, randomized, investigator-initiated, parallel-group, open, 
blinded-outcome-assessment

Inclusion 
criteria: Recent onset Atrial fibrillation (<12 months), age >75 and prior 
stroke or TIA

• Early rhythm control 
• Antiarrhythmic drug or AF 

ablation 
• N=1395

Vs

• Usual care
• Rate-control therapy without 

rhythm control therapy
• N=1394



Results



Take Home Points

The resurgence of interest in rhythm control has emerged 
with catheter ablation and new antiarrhythmic drugs. 

Integrating these new treatment modalities, EAST-AFNET4 
evaluated the value of rhythm control therapy used within 
a novel therapy concept, “early and comprehensive 
rhythm control therapy.” 

EAST-AFNET 4 trial showed that a rhythm-control strategy 
is superior to usual care in improving cardiovascular (CV) 
outcomes at 5 years among patients with recent diagnosis 
of AF and concomitant CV condition.
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ISCHEMIA

Population: 5179 patients with moderate or severe ischemia on stress 
testing

- Exclusion criteria:  GFR <30 ml/min, recent ACS, PCI/CABG <1 year, LM lesion, 
LVEF <35%, NYHA III/IV heart failure, angina despite maximal medical therapy

Intervention: Invasive strategy with a goal of complete ischemic
revascularization guided by noninvasive imaging or FFR

Comparator: Medical therapy and lifestyle interventions

International Study of Comparative Health Effectiveness With Medical and Invasive Approaches



ISCHEMIA

Outcomes: 

Primary: Composite of cardiovascular death, MI, or hospitalization for 
unstable angina, CHF, or resuscitated cardiac arrest

Secondary: Composite of cardiovascular death or MI and angina-related 
quality of life (Seattle Angina Questionnaire)

Timing: Evaluations at 1.5, 3, 6, and 12 mo and every 6 mo thereafter

Setting: Centers with stress imaging and >64-slice CT scanners, presence 
of a Herat Team, at least 400 primary PCIs and/or 125 CABGs per year

International Study of Comparative Health Effectiveness With Medical and Invasive Approaches



Maron et al. NEJM, 2020.

Results
Initial publication
• No difference in 1° outcome

4-year outcomes
• No difference in mortality, MI, 

and composite CV death or 
MI regardless of degree of 
ischemia

• No difference in mortality, MI, 
and composite CV death or 
MI regardless of CAD extent

• No difference in prevention of 
net recurrent or net total 
events



ISCHEMIA: Application to Care

• Closer analysis of data suggests mixed signals for benefit and harm
• Invasive therapy in SIHD must consider angina burden and background 

anti-anginal therapy

• Can achieve optimal revascularization with low procedural complications

• Overall patient population was not high risk

In carefully-selected patients with moderate-risk stable ischemic heart 
disease, a strategy of initial PCI does not decrease mortality compared to a 

strategy of PCI reserved for angina refractory to medical therapy.

International Study of Comparative Health Effectiveness With Medical and Invasive Approaches



ULTIMATE: 3-year Follow-Up

Population: 1448 all-comer patients with silent ischemia, stable or 
unstable angina, or MI with at least 24 h between symptom onset and 
admission and de novo lesions requiring DES

- Exclusion criteria:  Life expectancy <12 mo, antithrombotic intolerance, 
cytopenias, major bleeding history, untreated CTOs, severe calcifications 
requiring rotational atherectomy

Intervention: IVUS-guided PCI

Comparator: Angiography-guided PCI

Intravascular Ultrasound Guided Drug Elution Stents Implantation in “All-Comers” Coronary Lesions



ULTIMATE: 3-year Follow-Up

Outcomes: 

Primary: Target vessel failure at 3 years (cardiac death, MI, or target vessel 
revascularization) after index procedure

Secondary: Cardiac death, MI, TVR, definite/probably stent thrombosis

Timing: Initial follow-up 12 mo

Setting: 8 high-volume PCI centers in China with IVUS expertise

Intravascular Ultrasound Guided Drug Elution Stents Implantation in “All-Comers” Coronary Lesions



Gao et al. JACC:Card Int, 2021.

Results

1-year outcomes

• TVF lower in IVUS group

IVUS: 2.9% vs. Angio: 5.4%, p=0.019

3-year outcomes

• TVF lower in IVUS group

IVUS: 6.6% vs. Angio: 10.7%, p=0.019

• Driven by TVR

• TVF lower in IVUS-defined 
optimal procedure versus 
suboptimal procedure



ULTIMATE: Application to Care

• Patients in IVUS group tended to receive larger stents with more 
frequent postdilation with larger noncompliant balloons at higher 
pressures 

• IVUS-guided DES implantation is associated with significantly lower rates 
of target vessel failure and stent thrombosis

Intravascular Ultrasound Guided Drug Elution Stents Implantation in “All-Comers” Coronary Lesions







Relevant Guidelines

• 2021 European Society of Cardiology/European 
Association of Preventive Cardiology guidelines on 
cardiovascular disease prevention 

• Recommend that low-dose colchicine (0.5 mg per 
day) may be considered in secondary prevention of 
CVD, particularly in patients with recurrent ASCVD 
events on optimal medical therapy or if other risk 
factors are not sufficiently controlled (Class IIb)

Study Rational

• Multiple previous randomized and non-randomized 
studies support the use of daily low dose colchicine 
for patients post-MI or w stable ischemic heart 
disease to reduce the risk of future cardiovascular 
events. 

• Given concerns with the design of the LoDoCo trial, a 
larger more robust trial was conducted to investigate 
the use of colchicine in stable ischemic heart disease.
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Key Points

1. The results of this trial indicate that colchicine improves CV outcomes among patients with chronic 
coronary disease vs. placebo

2. Reductions were noted in MI and ischemia-driven revascularization

3. However, there was a signal towards higher non-CV mortality with colchicine. Etiology was 
unclear, but hospitalizations for infections and pneumonia were similar between the two arms. It is 
unclear if this is a true signal or a chance finding, but will need to be carefully assessed in the 
future

4. Discontinuations due to side effects are frequent with colchicine; in this trial, 15% did not undergo 
randomization after enrollment in the run-in phase due to side effects. 
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Key Points

• In patients that had discontinued statin therapy due to side effects →
90% of symptoms reported while taking statins were also reported while taking placebo (i.e. 
“nocebo” effect)

• Nocebo Effect: Detrimental effect on health due to patients’ negative expectations of treatment 


