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CLASS IIa

Monitoring of physiological processesSupport for diagnostic or therapeutic decisions

CLASS IIbCLASS IIb CLASS III

Risk of serious deterioration or
surgical intervention 

Risk of death or irreversible
deterioration

Monitoring of vital parameters with
immediate danger to the patient

Exceptions

Programari no classificat en altres
categories. 

Software not classified in other
categories

CLASSIFICATION OF SOFTWARE AS A MEDICAL
DEVICE (MDSW): PRACTICAL EXAMPLES

Importancia de la información proporcionada por el MDSW en una
situación sanitaria relacionada con el diagnóstico y/o la terapia.Estado de salud o

de la condición del
paciente

CLASS III

CLASS IIb

CLASS IIb

CLASS IIa CLASS IIa

CLASS IIa

CLASS IIa

CLASS IIa

CLASS IIa or I

Example: real-time monitoring of critically ill
patients in ICU (blood pressure, HR, O₂

saturation…).

Example: medical image analysis software 
with clinical review.

Example: monitoring patients with arrhythmias via real-time
ECG.

Exceptions

Example: image-assisted 
diagnosis for pneumonia detection.

Example: software in AI-assisted
robotic surgery for tumor

removal.

Example: mobile apps for blood
pressure tracking (long-term data

recording and storage).

1. If the product is not intended for a specific part of the body, it is
classified according to the most critical use.

2.Software that controls a medical device has the same
classification as the device.

3. If multiple rules apply to a product, the strictest shall be used to
determine the classification.

4. If one MDSW is combined with another MDSW, the rules apply
separately to each device.

Classification based on intended use

CRITICAL SERIOUS NON-SERIOUS

Class II

Class I

Classification rules


