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Scope of this expert view 
This scientific view reflects the opinion of independent experts (MDR Article 106.1) on the  
performance evaluation report (PER) of the manufacturer. The advice is provided in the context of 
the performance evaluation consultation procedure (PECP), which is an additional element of  
conformity assessment by notified bodies for specific high-risk in vitro diagnostic devices (IVDR  
Article 48.6). 

When making its conformity assessment decision, the notified body is obliged to give due  
consideration to the opinions expressed in the scientific view of the expert panel, where applicable 
(Annex IX, Section 4.9 or, as applicable, Annex X, Section 3, point (j)).  

For class D devices, the notified body must provide a full justification in the case of divergent views 
between the notified body and the experts. This justification shall be included in the notification to 
the competent authority (IVDR Article 50; mechanism for scrutiny of class D devices). 
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P7 where applicable, the testing population 

e.g. persons with specific health conditions, 

persons with specific symptoms, children in a 

certain age range 

Individuals suspected of Middle East 

Respiratory Syndrome Coronavirus 

(MERS-CoV) 

infection 

P8 intended user Trained laboratory professionals 

proficient in using automated platform 

Technology (T) 

T1 principle of the assay method or principles of 

operation of the instrument 

e.g. real-time PCR, qualitative PCR, digital PCR, 

sandwich immunoassay, competitive immunoassay, 

immunoturbidimetric assay etc. 

Qualitative PCR 
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Views on the specific aspects of the performance evaluation report:  

Manufacturer’s approach to clinical evidence: The clinical evidence gathering approach appears 
limited, relying heavily on contrived samples due to the rarity of MERS cases. No data from MERS-
prevalent regions were included, which would have strengthened the evidence for the device’s 
clinical performance. 

Literature search, protocol and report: The literature search is systematic but provides limited data 
for MERS. Only one study specifically addresses MERS, and no recent studies or comparative 
analyses are included. Expanding the literature review to include more MERS-related studies or in 
silico analyses would provide better context. 

Technological suitability and safety claims: The multiplex PCR and digital microfluidics technologies 
are suitable for detecting multiple respiratory pathogens. However, while they theoretically support 
MERS detection, the safety and performance claims for MERS would benefit from further validation. 

Clinical evidence acceptability: The clinical evidence is robust for other pathogens, but the lack of 
MERS-specific data limits its completeness. 

Views on the adequacy of the approach chosen by the manufacturer (in the absence of CS) to 
evaluate and ensure performance and safety of the device: 
 

In the absence of Common Specifications (CS), the manufacturer’s approach relies on contrived 
samples and lacks sufficient real-world data, especially for MERS. Additional validation efforts, 
particularly using samples from regions with higher MERS prevalence, would help to ensure the 
device’s performance and safety. 

  
Overall conclusions and recommendations on the performance evaluation report: 

The expert panel concludes that while the device demonstrates a strong potential for diagnosing 
respiratory infections (which was not assessed in detail), additional data specific to MERS are 
necessary. Recommendations include conducting in-depth analytical studies, in silico analyses, and 
clinical validation through comparative studies with CE-marked MERS assays to enhance 
confidence in MERS detection capabilities. It is also recommended to elaborate on the scientific 
rationale for having MERS in this multiplex, given the specific epidemiology and infection risks, and 
the consequences for assay performance. 
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The ability to adapt to emerging pathogens—for example, incorporating SARS-CoV-2 into the panel—
is a sign of flexibility and innovation. Devices that can quickly integrate new targets are key to keeping 
pace with evolving healthcare needs, especially as we face new and unpredictable viral outbreaks. 
However, the decision to include a new pathogen into the panel should depend on a sound assessment 
of rationale and need, also in terms of assay expectations (screening, confirmation). 

From a practical standpoint, having a comprehensive, fast, and reliable diagnostic tool can greatly 
improve healthcare delivery, not just in specialized labs but also in more general hospital settings. The 
widespread clinical utility of such a device in diagnosing respiratory illnesses, which are among the 
most common medical issues, positions it as a cutting-edge tool for modern medicine. 

In summary, the technology behind the device is state-of-the-art. Its use of multiplex PCR, digital 
microfluidics, and rapid, automated detection sets it apart as a leader in diagnostic technology. This 
kind of innovation aligns with the future of medicine, which is moving toward faster, more precise, and 
automated diagnostics. However, in the case of MERS, specific data are key to evaluate this specific 
target, clinical data, analytical performance and scientific validity. 

5. Any new conclusions derived from PMPF reports, where applicable  

The manufacturer considered that PMPF was not necessary at this time. This decision was taken 
considering that the technology used by the device is well-established and widely accepted as a 
standard testing method for respiratory pathogens and that the device meets the state-of-the-art in 
medicine, including compliance with applicable regulatory standards. 

The manufacturer also mentions that the device is subject to continuous post-market monitoring 
through several channels, including complaint and complaint trend evaluation, monitoring of scientific 
literature for new findings that could affect performance and customer feedback acquisition through 
frequent interactions with users and key opinion leaders in the medical field. 

While the device is not currently undergoing a formal PMPF, the manufacturer states that the 
continuous monitoring process ensures that any emerging risks or performance issues should be 
promptly identified, what would prompt a (re)-evaluation of the need for a PMPF. 

3.5 Overall conclusions and recommendations 

Overall conclusions and recommendations on the performance evaluation report 

In terms of evaluating MERS detection by the device, the lack of real-world data is an important 
limitation. The principal inclusion of MERS in the pathogen panel appears justified, meaning that the 
device has the capability to test for MERS, e. g. in high-risk populations, residing in the Middle East or 
in individuals returning from travel). 

The manufacturer claims that the only difference between the current device version and its 
predecessor are the additional oligonucleotides required to detect SARS-CoV-2. Equivalence studies 
are summarized in TSR0302 (Device Performance Characterization) not provided in the 
documentation; therefore, respective evidence cannot be confirmed. 




