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Figure 1  Product Classification QAS from FDA Website 
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Figure 2 Screenshot of the utilized 510(k) Database Search tool 
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Figure 3 Email correspondence with a member of the European Parliament regarding the availability and limitations of EUDAMED (European Database on Medical Devices). In 
this exchange, the corresponding author (J.S. Weissflog) inquired whether a centralized, downloadable file—similar to the U.S. FDA’s public listings—exists for CE-certified medical 
software devices. The response confirmed that, to the respondent's knowledge, such a document does not exist and that inquiries would need to be directed to the European 
Commission. Due to limited office capacity, the sender referred to the public EU medical device website instead. This highlights the ongoing challenges in accessing comprehensive 

EU regulatory data, particularly for academic and comparative research purposes. 
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Figure 4 Email correspondence with the Directorate-General for Health and Food Safety (DG SANTE) via the Europe Direct Contact Centre. The inquiry, sent by the 
corresponding author (J.S. Weissflog), requested access to a downloadable dataset listing approved medical devices in the EU since 1996, comparable to the FDA’s GUDID database 
in the United States. The response confirms that no such comprehensive, downloadable list currently exists within EUDAMED. The EU system differs from the U.S. approach, and 
while some product information may be made publicly available in the future via UDI-DI (Unique Device Identification – Device Identifier), the infrastructure is still under development 

and remains incomplete. At present, no official downloadable dataset (in XML/JSON or similar format) for EU-approved medical devices is available. 
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Manufacturer  First Email contact  Publicationlists 
available  

Second Email contact  

Rapid AI 01.11.23  01.11.23 
 

NICOLAB  31.10.23 31.10.23 
 

qER ai 10.11.23  N/A 28.11 PhD supervisor 
contacted again via 
Email  

Aidoc  13.11.23 13.11.23 
 

Brainomix  13.11.23 28.11.23  28.11.23 

CINA ICH 13.11.23 29.11.23 28.11 via Email Michael 
Glasa (German 
customer service via 
Canon)  

VIZ ai 13.11.23 N/A 28.11.23 

MaxQ AL  13.11.23 via Website N/A 13.11.23 via Website 

Cura-RAD ICH  13.11.23 N/A 28.11.23 

Infer-Read CT Stroke  13.11.23  N/A 28.11.23 

BioMind  13.11.23 no response 
contact Formular , 
Default  

N/A 28.11.23 

Deep CT  13.11.23 N/A 28.11.23 

Deepwise No Website or email 
available  

N/A N/A 

JLK inc.  23.03.25 24.03.25 
 

Heuron Co. Ltd. 23.03.25 N/A N/A 

SK Inc. No Website or email 
available  

N/A N/A 

Neurocareai Inc. 23.03.25 24.03.25 
 

Shanghai United 
Imaging Intelligence 
Co. Ltd. 

23.03.25 N/A N/A 

Figure 5 Timeline of company outreach via email and corresponding responses regarding AI tool validation and regulatory details. 


