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Scope of this expert decision 
This decision reflects the views of independent experts (MDR Article 106) on the relevance to produce 
an opinion on the clinical evaluation assessment report (CEAR) of the notified body for this device. The 
expert decision is provided in the context of the clinical evaluation consultation procedure (CECP), 
which is an additional element of conformity assessment by notified bodies for specific high-risk 
devices (MDR Article 54 and Annex IX, Section 5.1). 

Scope of this expert opinion 
This scientific opinion reflects the views of independent experts (MDR Article 106) on the clinical 
evaluation assessment report (CEAR) of the notified body. The advice is provided in the context of the 
clinical evaluation consultation procedure (CECP), which is an additional element of conformity 
assessment by notified bodies for specific high-risk devices (MDR Article 54 and Annex IX, Section 
5.1).  

The notified body is obliged to give due consideration to views expressed in the scientific opinion of the 
expert panel and in particular in case experts find the level of clinical evidence not sufficient or have 
serious concerns about the benefit-risk determination, the consistency of the clinical evidence with the 
intended purpose including the medical indication(s) or with the post-market clinical follow-up (PMCF) 
plan.  
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Having considered the expert views, the notified body must, if necessary, advise the manufacturer on 
possible actions, such as specific restrictions of the intended purpose, limitations on the duration of the 
certificate validity, specific post-market follow-up (PMCF) studies, adaption of instructions for use or 
the summary of safety and clinical performance (SSCP) or may impose other restrictions in its 
conformity assessment report.  

In accordance with MDR Annex IX, 5.1.g., the notify body shall provide a full justification where it has 
not followed the advice of the expert panel in its conformity assessment report. 
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Technical success according to the MVARC criteria was 87.5%, with no intraprocedural deaths. The 

symptomatic status also improved substantially as 81.6% of patients were in a NYHA I–II class at 1 

year, consistent with effective relief of heart failure symptoms. 

The study also met the primary safety objectives, including a 30-day composite safety profile 

benchmarked against state-of-the-art TMVR devices (e.g., Tendyne). 

Functional capacity showed a mean 6‑minute walk test increase of +44 m at 1 year (from a ~270 m 

baseline), suggesting durable improvement in exercise tolerance. Health-related quality of life 

improved with a mean Kansas City Cardiomyopathy Questionnaire (KCCQ) increased 17.7 points at 

1 year. 

In the study, all predefined safety endpoints met their acceptance criteria: intraprocedural mortality 

was 0% (0/80) and 1‑year all‑cause and cardiovascular mortality were 27.5% and 22.5%, 

respectively, both within the expected ranges for this extreme‑risk MR population. The hospitalisation 

for heart failure at 1 year was 26.3%, consistent with comparator ranges used for the acceptance 

criteria. 

The study design is generally in agreement with recent European recommendations3 suggesting the 

testing of high-risk medical devices against objective performance criteria as part of early clinical 

studies. 

Left ventricular outflow tract obstruction rate was 0% at 1 year and valve thrombosis rate 0% at 1 

year, both acceptable for this TMVR design. Major/fatal bleeding at 30 days was 12.5% and disabling 

stroke at 1 year was 3.8%, both within the predefined acceptable ranges and comparable to 

state‑of‑the‑art TMVR interventions. Major paravalvular leak at 1 year was 2.7%, indicating good 

sealing and anchoring performance. 

The panel recognises that the NB has considered the potential clinical benefits of the device in a 

patient population with limited therapeutic options and high unmet medical need. The CEAR reflects 

an understanding of the potential benefits of a transcatheter alternative for highly selected, 

inoperable or Transcatheter Edge-to-Edge Repair (TEER)‑unsuitable MR patients and the evidence 

presented for the clinical assessment seems to point in that direction. However, it should remain 

within experienced centres and be accompanied by robust longitudinal follow‑up and future 

confirmatory studies with comparative design3. 

Nevertheless, given the high degree of device and procedural novelty, the panel considers that the 

benefit–risk determination could be further substantiated. In particular, the consequences of 

procedural failure or device malposition, which may require surgical bailout, represent a clinically 

significant risk that warrants careful weighting in the benefit–risk analysis. 

The reported rate of unsuccessful procedures in the clinical studies, while expected in early clinical 

experience, raises questions regarding the use of this device in the context of routine clinical 

 
3  Fraser AG, Buccheri S, Byrne RA et al. CORE–MD Consortium. Recommended methodologies for clinical 
investigations of high-risk medical devices-Conclusions from the European Union CORE-MD Project. Lancet Reg Health 
Eur. 2025 Sep 15;58:101460. doi: 10.1016/j.lanepe.2025.101460. PMID: 41262422; PMCID: PMC12624797. 
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reinterventions, and outcomes related to device malposition or failure. The duration of follow-up and 

the inclusion of a sufficiently broad patient population is important to reduce remaining uncertainties. 

 

2.3. Summary of expert panel opinion 

The DUE is a novel transcatheter system intended for the treatment of severe mitral valve 

regurgitation in patients at high surgical risk. It employs an innovative implantation approach with a 

unique anchoring mechanism with an assembled counter-ring. 

The expert panel considers that the NB has conducted a structured and generally appropriate 

assessment of the manufacturer’s clinical evaluation. The CEAR acknowledges the innovative nature 

of the device and the unmet medical need of the target population.  

However, the panel identified areas where the assessment could be strengthened, particularly 

regarding the limited size of the clinical dataset, the impact of procedural deviations, and the 

implications of the learning curve of the heart team for the maximisation of the safety and clinical 

performance of the device. 

With respect to the benefit–risk determination, the panel recognises the potential clinical benefit for 

a selected high-risk population but notes that the risks associated with the procedural complexity and 

failure scenarios warrant careful consideration. The current benefit–risk ratio appears to be 

acceptable, but this is still uncertain due to limited clinical experience. 

The panel considers that the available clinical evidence is broadly consistent with the intended 

purpose and clinical indication. Generalisability to a wider clinical practice remains to be 

demonstrated.  

The proposed PMCF plan is appropriate in scope and will play a critical role in addressing remaining 

uncertainties related to long-term safety, performance, and durability. 

 

2.4. Recommendations 

The expert panel concludes that the NB’s assessment of the clinical evaluation is broadly adequate 

but would benefit from a more detailed consideration of the limitations inherent to the available 

clinical evidence. In particular, the panel recommends: 

• Further characterisation of procedural success and failure modes of the device 

• Explicit consideration of the impact of the learning curve  

• Continuous evaluation of the benefit–risk as additional clinical data becomes available 

• Gathering comprehensive post-market clinical follow-up data to address residual uncertainties 

and long-term safety and performance of the device. 

 




