
 1 

 

EUROPEAN COMMISSION 
 

Expert decision and opinion in the context of the Clinical 
Evaluation Consultation Procedure (CECP) 

Expert panels on medical devices and in vitro diagnostic devices (Expamed) 

Contents 

1 ADMINISTRATIVE INFORMATION ............................................................................................................ 2 

PART 1 - DECISION OF SCREENING EXPERTS: NOTIFICATION OF NB AND COMMISSION REGARDING THE 
INTENTION TO PROVIDE AN OPINION .............................................................................................................. 3 

1.1 DECISION OF THE SCREENING EXPERTS ............................................................................................................... 3 
1.2 ASSESSMENT OF THE THREE SCREENING CRITERIA ................................................................................................ 3 
1.3 INDICATION OF APPROPRIATE THEMATIC PANEL IN CASE OPINION IS REQUIRED ......................................................... 5 

PART 2 - SCIENTIFIC OPINION OF THE THEMATIC EXPERT PANEL/SUB-GROUP ................................................. 6 

2.1 INFORMATION ON PANEL AND SUB-GROUP ........................................................................................................ 6 
2.2 DETAILED ASPECTS OF THE OPINION AS REQUIRED BY MDR ANNEX IX SECTION 5.1 ................................................. 6 
2.3 SUMMARY OF EXPERT PANEL OPINION .............................................................................................................. 8 
2.4  RECOMMENDATIONS ..................................................................................................................................... 8 
2.5 STAKEHOLDER INFORMATION, WHERE AVAILABLE ............................................................................................... 9 
2.6 DIVERGENT POSITIONS IN CASE NO CONSENSUS WAS REACHED .............................................................................. 9 

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.  

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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of the lead during MRI sequences as well as an increase in stimulation threshold shortly and lately 
after MRI acquisitions (close stimulus energy threshold monitoring); 

- Monitor diagnostic performance and safety of device implantation in relation to the experience 
and annual average number of pacemaker implantation of physicians to confirm that the 
proctoring plan is adequate for both experienced and less experienced physicians/centres; 

- Collect cardiac conditions associated to the implantation of the device that may be associated with 
an increased risk of complications (e.g., history of anterior or inferior ST-segment elevation 
myocardial infarction (STEMI), hypertrophic cardiomyopathy, other cardiac diseases); 

- Closely monitor possible complications following the extraction of the lead more than 2-3 years 
after its implantation in the septum (e.g., thrombosis, cardiac lesions, abscess); 

- In addition to the implant success rate, collect all possible complications following the implantation 
(incidence of septal perforation and possible induced thrombo-embolic events, pericardial 
effusion, tamponade, device infection, ventricular arrhythmia on pacemaker memory, death); 

- Monitor the evolution of stimulation threshold over time and confirm the absence of divergent 
safety margins (compared to conventional pacing).  

 

2.3 Summary of expert panel opinion 

The device INGEVITY+ lead is CE marked for conventional right atrial/ventricular pacing. This request 
for a clinical consultation procedure concerns an extension of indication for left bundle branch pacing. 
This represents a medium level of novelty due to the use of the existing lead design (stylet-driven active 
fixation) in a new anatomical pacing target (left bundle branch area) which involves new procedural 
techniques and may impact clinical outcomes. 

The notified body has performed a thorough assessment by reviewing the existing literature and clinical 
studies and assessing the clinical evidence provided by the manufacturer. The expert panel agrees that 
the benefit-risk determination is adequate.  

Clinical evidence consists mostly of comparison of success rates and safety of device implantation with 
3 to 12 months follow-up obtained from retrospective studies compared to the results obtained with 
standard of care in a retrospective analysis. No prospective randomised study demonstrating the 
clinical benefits of the new device has been performed against a standard of care. The limitations of 
the analysis were identified adequately by the notified body. 

The implantation and use of this device shows a similar performance and safety profile to other LBBAP 
devices, with no new safety concerns identified. The device and implantation procedure do carry risks, 
which need to be further categorised since LBBAP is a developing area of pacing and no long-term data 
is available.  

Therefore, regarding the PMCF plan, additional data collection is suggested, as described in section 4.  

 

2.4  Recommendations 

The panel suggest expanding the PMCF-plan to confirm that the safety of device implantation is 
consistent across centres and physicians, collecting more precisely the type of clinical events that occur 
after lead implantation and during follow-up, and evaluating the possible impact of underlying cardiac 




