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Medical Device Regulation 
Impact on in-house manufacturing of medical device software 



EU Medical Device Regulations 

Medical Device Regulation 

Regulation (EU) 2017/745 

 

In Vitro Diagnostic Medical Device 

Regulation (EU) 2017/746  

 
Related documents: Implementing and delegated acts, common specifications, device specific guidance 

National Provisions 



Radiology 
Computer aided detection for mammography 

 

Tumor segmentation for diagnostic or treatment purposes 

 

Software intended for daily quality assurance in 

mammography if it is intended to calibrate or specifically 

enable or directly assist diagnostic equipment (e.g. 

monitors, x-Ǌŀȅ ŜǉǳƛǇƳŜƴǘΧύ ǘƻ ōŜ ǳǎŜŘ ǿƛǘƘƛƴ ǎŀŦŜ ŀƴŘ 

effective operating conditions.  

Χ 

 

Nuclear medicine 
Software that processes data obtained from images to 

obtain other data (e.g. converting count to activity) for use 

in diagnostic or therapeutic care. 

Χ 

 

What software does the regulation affect? 

Radiotherapy 
{ƻŦǘǿŀǊŜ ǘƘŀǘ ǳǎŜǎ ŀ ǇŀǘƛŜƴǘΩǎ /¢ ƛƳŀƎŜǎ ǘƻ ŜǎǘƛƳŀǘŜ ǇǊƻǘƻƴ 

Stopping Power Ratio (SPR), predict dose distribution and plan 

ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǘǊŜŀǘƳŜƴǘ ǿƛǘƘ ǘƘŜ ŀƛƳ ǘƻ ƳŀȄƛƳƛȊŜ ǘƘŜ ǘǳƳƻǊ 

control probability while minimizing the normal tissue 

complication probability. 

 

Modeling and treatment planning software (e.g. 3D CT-based 

eye-modeling and treatment planning  

Χ 



Authorities issued civil and criminal penalties to people that do not comply 



Penalties are defined through national provisions and are of a often of a criminal nature 

Draft Belgian law 
Å Criminal fine 26-600ϵ: non-compliance with EU MDR, not storing, making 

available to patient the implant card 
Å Criminal fine 200-50.000ϵ and/or imprisonment of 1 month to 1 year: not 

creating and communicating materiovigilance point-of-contact or (also applies to 
healthcare professionals): not reporting serious incidents to competent authority 
or using a medical device not in accordance to its instructions for use,  

Å Criminal fine 1.000-100.000ϵ and/or imprisonment of 1 to 3 year: failure to 
allow competent authority inspectors on your premises, in rooms or give access 
to documentation, purposely providing incomplete, false or incorrect information 
or pieces to competent authorities or obstruct authorities to perform their 
verification, failure to store UDI 

Å Criminal fine 2.000-200.000ϵ and/or imprisonment of 2-5 year: not complying 
with corrective actions imposed by competent authority 

 
The penalty increases one level in case of fraud, a serious incident, criminal 
organization, repeating the breach in next 5 years or if offering devices/services 

through means of mass deployment, e.g. via computer systems or the internet. 



  

Is it, or is it not a medical device? 

  



Independent of risk 

Although there generally is some 

correlation, whether software is 

considered a medical device does not 

depend on whether it poses a risk or 

not, but on whether it meets the 

definition of a medical device. 

 

 

 



medical device  means any instrument, apparatus, 

appliance, software, implant, reagent, material or 

other article intended by the manufacturer to be used, 

alone or in combination, for human beings for one or 

more of the following specific medical purposes:  

ï diagnosis, prevention, monitoring, prediction, 

prognosis, treatment or alleviation of disease;  

ï diagnosis, monitoring, treatment, alleviation of, or 

compensation for, an injury or disability,  

ï investigation, replacement or modification of the 
anatomy or of a physiological or pathological process 
or state,  
ï providing information by means of in vitro 
examination of specimens derived from the human 
body, including organ, blood and tissue donations,  
 
and which does not achieve its principal intended 
action by pharmacological, immunological or 
metabolic means, in or on the human body, but which 
may be assisted in its function by such means.  
 
The following products shall also be deemed to be 
medical devices:  
- Devices for the control or support of conception  
- Products specifically intended for cleaning, 

disinfection or sterilization of medical devices, 
accessories of medical devices and products listed 
in Annex XVI  

Medical Device definition 

medical purposes 



medical device  means any instrument, apparatus, 

appliance, software, implant, reagent, material or 

other article intended by the manufacturer to be used, 

alone or in combination, for human beings for one or 

more of the following specific medical purposes:  

ï diagnosis , prevention, monitoring, prediction, 

prognosis, treatment or alleviation of disease;  

ï diagnosis, monitoring, treatment, alleviation of, or 

compensation for, an injury or disability,  

ï investigation, replacement or modification of the 
anatomy or of a physiological or pathological process 
or state,  
ï providing information by means of in vitro 
examination of specimens derived from the human 
body, including organ, blood and tissue donations,  
 
and which does not achieve its principal intended 
action by pharmacological, immunological or 
metabolic means, in or on the human body, but which 
may be assisted in its function by such means.  
 
The following products shall also be deemed to be 
medical devices:  
- Devices for the control or support of conception  
- Products specifically intended for cleaning, 

disinfection or sterilization of medical devices, 
accessories of medical devices and products listed 
in Annex XVI  

Diagnosis 

 

 

 

Diagnosis is the process of investigation of the anatomy or 

morphology, the condition or the functions of the human body 

irrespective if these are physiological or pathological, and 

subsequent interpretation of this information with a view to 

determining possible abnormalities.  

 

In this context investigation can include visualisation, 

detection or measurement.  

 
Source: draft EC guidance 



medical device  means any instrument, apparatus, 

appliance, software, implant, reagent, material or 

other article intended by the manufacturer to be used, 

alone or in combination, for human beings for one or 

more of the following specific medical purposes:  

ï diagnosis, prevention, monitoring, prediction, 

prognosis, treatment or alleviation of disease;  

ï diagnosis, monitoring, treatment, alleviation of, or 

compensation for, an injury or disability,  

ï investigation, replacement or modification of the 
anatomy or of a physiological or pathological process 
or state,  
ï providing information by means of in vitro 
examination of specimens derived from the human 
body, including organ, blood and tissue donations,  
 
and which does not achieve its principal intended 
action by pharmacological, immunological or 
metabolic means, in or on the human body, but which 
may be assisted in its function by such means.  
 
The following products shall also be deemed to be 
medical devices:  
- Devices for the control or support of conception  
- Products specifically intended for cleaning, 

disinfection or sterilization of medical devices, 
accessories of medical devices and products listed 
in Annex XVI  

Excluded: electronic patient ǊŜŎƻǊŘǎΣ ŘƛƎƛǘŀƭ ƳŜŘƛŎŀƭ ƘŀƴŘōƻƻƪǎΣ Χ 

a software program: a set of instructions that processes input data       
                                     and creates output data 
 

MDCG 2019-11 MDSW Guideline ς Guidance on the Qualification and Classification of Software in MDR 
2017/745 and IVDR 2017/746  (contains functional exemptions) 

 

Can be programs, scripts, macros, firmware, cloud servicesΧ 



medical device  means any instrument, apparatus, 

appliance, software, implant, reagent, material or 

other article intended by the manufacturer to be used, 

alone or in combination, for human beings for one or 

more of the following specific medical purposes:  

ï diagnosis, prevention, monitoring, prediction, 

prognosis, treatment or alleviation of disease;  

ï diagnosis, monitoring, treatment, alleviation of, or 

compensation for, an injury or disability,  

ï investigation, replacement or modification of the 
anatomy or of a physiological or pathological process 
or state,  
ï providing information by means of in vitro 
examination of specimens derived from the human 
body, including organ, blood and tissue donations,  
 
and which does not achieve its principal intended 
action by pharmacological, immunological or 
metabolic means, in or on the human body, but which 
may be assisted in its function by such means.  
 
The following products shall also be deemed to be 
medical devices:  
- Devices for the control or support of conception  
- Products specifically intended for cleaning, 

disinfection or sterilization of medical devices, 
accessories of medical devices and products listed 
in Annex XVI  

Qualification does not depend on technical complexity 

Software may perform very basic calculations that could easily be 
repeated by the user on paper, but would still qualify as a medical 
device. 

The qualification as a medical device generally* only depends on 
whether the intended use meets the definition of a medical device. 

*See next slide for functional exemptions  



Scripts that just parse data in a certain format are not medical devices 


