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• Although percutaneous mitral commissurotomy (PMC) has become the 
standard treatment for symptomatic patients with rheumatic mitral stenosis 
(MS), the timing and indications for PMC in asymptomatic, severe MS 
remain controversial

• The decision to perform PMC on asymptomatic patients requires careful 
weighing of the potential benefits against the risks of early PMC

Introduction



• Current guidelines recommended PMC for asymptomatic 
patients with significant pulmonary hypertension, high thrombo-
embolic risk or very severe MS 

• Preemptive PMC can be justified only when there is clear 
evidence that early PMC improves long-term outcomes 
compared with conventional treatment

• The major hypothesis of the MITIGATE (Mitral Intervention 
versus Conventional Management in Asymptomatic Mitral 
Stenosis) trial was that early PMC would decrease the rate of 
cardiovascular mortality and systemic thromboembolic events, 
as compared with conventional treatment

Introduction



MITIGATE A prospective, multicenter, open-label, randomized trial to 
compare long-term clinical outcomes of early PMC vs. conventional 
management in asymptomatic pts with severe MS

Method: Study Design and Patients

Clinicaltrials.gov NCT01406353



• Patients were randomly assigned on a 1:1 basis to early PMC or 
conventional treatment using a Web-based interactive response 
system 

• In the early PMC group, PMC should be performed within 3 months 
of randomization

• Patients in the conventional treatment group were treated according 
to the current guidelines and referred for PMC if they became 
symptomatic, or if MV area decreased to smaller than 1.0 cm2

• Anticoagulation was effectively maintained during the entire follow-
up period in patients with atrial fibrillation or prior embolic events.

Method: Study Procedures



Method: Endpoints

*occurred during 4-year follow-up period after enrollment of the last patient



Results: Study Flow



Results: Baseline Characteristics



Results: End Points

Kang DH, et al. Heart 2021;1980-6.
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Results: Primary Analysis
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Results: Secondary Per-Protocol Analysis
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• Patients with very severe MS (MVA < 1.0 cm2), pulmonary 

hypertension, age >70 years, poor medical condition, or 

unfavorable MV morphology for PMC were not included

• Cross-over in 11%: Similar results in per-protocol analysis

• Open-label trial

Limitations 



• Early PMC (vs. conventional management) did not 

reduce the incidence of the composite of cardiovascular 

events among asymptomatic patients with severe MS

• The MITIGATE trial supports current guidelines 

emphasizing careful clinical and echocardiographic 

surveillance in such patients

Conclusions

Kang DH, et al. Heart 2021;1980-6


