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Technical file 

Annex 20: Product labelling 

Uncontrolled copy. Information in this document is subject to change without notice.
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3. Label

SYCAI MEDICAL is a medical device software, based on artificial intelligence, that assists 
radiologists in the detection and characterization of radiological findings in the pancreas on 
CT scans of adult patients.  

The intended users are radiologists. 

Please read the instructions for use (IFU) of this product. The electronic version of the IFU 
can be found under: https://www.sycaimedical.com/request-ifu 

SYCAI TECHNOLOGIES S.L. 
156-162 Carrer Llacuna, Modulo 203, 08018, Barcelona. Spain
(+34) 623 02 81 48
https://sycaimedical.com/
support@sycaitechnologies.com 

Medical device manufactured in Spain. 

Manufacture date: 2025-12 

Medical device software 

(01) 08499993235353 (20)020600 (8012)POYYNNN

UDI is assigned for each production order when generating the installation package, YY corresponds 
to the year, NNN to the production order number.  

Read the instructions for use before using this product. These are 
provided in electronic format. 
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SYCAI Medical® 

SYCAI Medical SWR2.6.0 

Precautions and alerts 

• Patient management decisions should not be based solely on
test results
of SYCAI Medical®.

• This product shall have access to the PACS where the studies
are stored

• Please note that the circled lesion is provided as a reference
only

• Please be aware that SYCAI MEDICAL only processes CT Scans
of available studies in the PACS where it is currently installed
and only those studies will be shown in the summary table
presented in the report.

• Please be aware that SYCAI MEDICAL’s report presents a
graphic diagram of a pancreas that changes in color depending
if any lesion was found by the product (orange) or not (grey).

• Please be aware that the cover page of the report shows the
total number of lesions detected by the product on the current
CT scan being analyzed.

• Please note that changes in the size shown in the summary
table of the report may result from the natural evolution of the
findings over time, including their merging or fusion.

• The product and the PACS communicate using DICOM
protocol. The product SYCAI MEDICAL processes and generates
DICOM compliant files

In case of observing an incorrect operation of the medical device, 
notify the manufacturer as soon as possible: 
support@sycaitechnologies.com. The manufacturer will proceed 
accordingly. Any serious incident must be reported to SYCAI 
TECHNOLOGIES S.L. as well as the National Competent Authority of the 
country. 

Undesirable side effects 
No undesirable side effects specifically related to the use of the software 
are known or anticipated. 

Targeted patients 

mailto:support@sycaitechnologies.com
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SYCAI MEDICAL is intended to be used with adult patients (18 years old 

and above). SYCAI MEDICAL is intended to be used with all patients 

undergoing an abdominal CT imaging test.  

Inclusion criteria for patients 

• Patients older than 18 years old.

• Patients of both sexes.

• Patients who have undergone an abdominal CT scan.

Exclusion criteria for patients 

• Patients younger than 18 years old.

• Pregnant women.

• Patients with pancreatectomy.

• Abdominal CT images showing less than 40% of the pancreatic
cystic lesion.

• Abdominal CT images with poor image quality, blurred or
defective image.

• Abdominal CT images with the presence of metal/radiopaque
material.

• Abdominal CT images with rotated patients (>10 ˚).

• Abdominal CT images with movement stripes.

     2862 

Software medical device in compliance with the requirements 
established by the European Regulation (EU) MDR 2017/745.  

Figure 1: Product label in English. 




