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What is MDR?

▪ Defines a regulatory framework for medical devices (MD)

▪ European level standard for quality and safety

▪ (re)Defines the term medical device



New definition of MD:

Art.2 (1): “medical device” means any instrument, […], software, […], 
material or other article intended by the manufacturer to be used, 
alone or in combination, […] for one or more of the following 
specific medical purposes:

diagnosis, prevention, monitoring, prediction, prognosis, 
treatment […]

Art.2 (4): “active device” means any device, the operation of which 
depends on a source of energy […]

Software shall also be deemed to be as active device; 

Home-made medical devices are also targeted 
(e.g. scripts, …)
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QA managers be like:
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IEC norms



IEC 62304 Medical device software –
Software life cycle processes
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Classify software according to related health risk:

Class A  - if the software cannot harm health.

Class B  - if the software can cause minor health damage.

Class C - serious health damage or even death.

Adapted documentation level by class:

Class determination by FMEA
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FMEA I used to do
Adaptation for the radiotherapy domain of level definition:

frequency (F)

non-detection probability (D) 

gravity (G)

According to :

• Joint Commission on Accreditation of Healthcare Organizations (JCAHO).

• ASN. Guide d’autoévaluation des risques encourus par les patients en radiothérapie externe. Guid ASN N°4 
2008:186.

• Huq MS, Fraass BA, Dunscombe PB, Gibbons JP, Ibbott GS, Mundt AJ, et al. The report of Task Group 100 of the 
AAPM: Application of risk analysis methods to radiation therapy quality management. Med Phys 2016;43:4209–62. 
https://doi.org/10.1118/1.4947547.



11• Signed by a MPE

FMEA I used to do
Double-layer FMEA (with and without actions)



FMEA I used to do
Document with explanations

Written document explaining:

• FMEA description and related definitions

• Evaluation criteria

• Risk and control measures
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With MyQA PROactive

▪ Integrated double-layer FMEA

▪ Integrated risk and control measure

▪ Clear and standardized evaluation criteria
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With MyQA PROactive
Add film and film calibration-curve display:



Conclusion

▪ European legislation evolves

▪ Stricter rules for increased safety

▪ Home-made devices targeted

▪ FMEA is part of requested QMS

▪ Now you have a software for that !



Thank you for 
your attention


