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What is MDR?

" Defines a regulatory framework for medical devices (MD)
" FEuropean level standard for quality and safety

B (re)Defines the term medical device
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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' Scri ptsl ) emre e i

ni




MDR 745 - HIE

Article 5

Placing on the market and putting into service

5. With the exception of the relevant general safety and performance requirements set out in Annex I, the
requirements of this Regulation shall net apply te devices, manufactured and used only within health institutions
established in the Union, provided that all of the following conditions are met:

{a) the devices are not transferred to another legal entity,

{(b) manufacture and use of the devices occur under appropriate quality management systems,

{c) the health institution justifies in its documentation that the target patient group’s specific needs cannot be met, or
cannot be met at the appropriate level of performance by an equivalent device available on the market,

(d) the health institution provides information upon request on the use of such devices to its competent authority,
which shall include a justification of their manufacturing, modification and use;

(e) the health institution draws up a declaration which it shall make publicly available, including:

(i) the name and address of the manufacturing health institution;

this Regulation shall not ;pp]y to devices, mam:l:'actured and used only within health institutions

[ to this

mp No C € marking but...

Regulation and, where applicable, information on which requirements are not fully met with a reasoned justifi-
cation therefor,

{f) the health institution draws up documentation that makes it possible to have an understanding of the manufacturing
facility, the manufacturing process, the design and performance data of the devices, including the intended purpose,
and that is sufficiently detailed to enable the competent authority to ascertain that the general safety and
performance requirements set out in Annex | to this Regulation are met;

{g) the health institution takes all necessary measures to ensure that all devices are manufactured in accordance with the
documentation referred to in point (f), and

(h) the health institution reviews experience gained from clinical use of the devices and takes all necessary corrective
actions.

Member States may require that such health institutions submit to the competent authority any further relevant
information about such devices which have been manufactured and used on their territory. Member States shall retain

the right to restrict the manufacture and the use of any specific type of such devices and shall be permitted access to
inspect the activities of the health institutions.

This paragraph shall not apply to devices that are manufactured on an industrial scale.
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5. With the exception of the relevant general safety and performance requirements set out in Annex I, the
requirements of this Regulation shall not apply to devices, manufactured and used only within health institutions
established in the Union, provided that all of the following conditions are met:

(a) the devices are not transferred to another legal entity,

M D R 74 5 - H I E (b) manufacture and use of the devices occur under appropriate quality management systems,
. {c) the health institution justifies in its documentation that the target patient group’s specific needs cannot be met, or
N O ‘ € m a r|<| n g b U t : cannot be met at the appropriate level of performance by an equivalent device available on the market,

{d) the health institution provides information upon request on the use of such devices to its competent authority,
which shall include a justification of their manufacturing, medification and use;

(€) the health institution draws up a declaration which it shall make publicly available, including:

With the exception of the relevant general satety and performance requirements

(i) a declaration that the devices meet the general safety and performance requirements set out in Annex [ to this
Regulation and, where applicable, information on which requirements are not fully met with a reasoned justifi-
cation therefor,

(f) the health institution draws up documentation that makes it possible to have an understanding of the manufacturing
facility, the manufacturing process, the design and performance data of the devices, including the intended purpose,
and that is sufficiently detailed to enable the competent authority to ascertain that 51: general safety and
performance requirements set out in Annex | to this Regulation are met;

(g) the health institution takes all necessary measures to ensure that all devices are manufactured in accordance with the
documentation referred to in point (f), and

(h) the health institution reviews experience gained from clinical use of the devices and takes all necessary corrective
actions.

Member States may require that such health institutions submit to the competent authority any further relevant
information about such devices which have been manufactured and used on their territory. Member States shall retain
the right to restrict the manufacture and the use of any specific type of such devices and shall be permitted access to
inspect the activities of the health institutions.

This paragraph shall not apply to devices that are manufactured on an industrial scale.
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ANNEX I

GENERAL SAFETY AND PERFORMANCE REQUIREMENTS
CHAPTER |

Manufacturers shall establish, implement, document and maintain a risk management system.

Risk management shall be understood as a continuous iterative process throughout the entire lifecycle of
a device, requiring regular systematic updating. In carrying out risk management manufacturers shall:

(a) establish and document a risk management plan for each device;

) identify and analyse the known and foreseeable hazards associated with each device; QA managers be like:
(c) estimate and evaluate the risks associated with, and occurring during, the intended use and during
reasonably foreseeable misuse; /
(d) ‘eliminate or control the risks referred to in point (¢) in accordance with the requirements of Section 4; F M E A

() ‘evaluate the impact of infermation from the production phase and, in particular, from the post-market
surveillance system, on hazards and the frequency of occurrence thereof, on estimates of their associated
risks, as well as on the overall risk, benefit-risk ratio and risk acceptability; and

(f) based on the evaluation of the impact of the information referred to in point (), if necessary amend b s
control measures in line with the requirements of Section 4. )
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5. With the exception of the relevant general safety and performance requirements set out in Annex I, the
requirements of this Regulation shall not apply to devices, manufactured and used only within health institutions
established in the Union, provided that all of the following conditions are met:

(a) the devices are not transferred to another legal entity,
{(b) manufacture and use of the devices occur under appropriate quality management systems,

{c) the health institution justifies in its documentation that the target patient group’s specific needs cannot be met, or
cannot be met at the appropriate level of performance by an equivalent device available on the market,

{d) the health institution provides information upon request on the use of such devices to its competent authority,
which shall include a justification of their manufacturing, medification and use;

th.E- .dE-'I,"iq:E-S are not trﬂ.ﬂﬂfﬂrrﬂi o ﬂ.ﬁﬂthf’r Ifg'al El'tl'il}ﬂ on draws up a declaration which it shall make publicly available, including:

appropriate quality management systems,

on the market,

(i) the name and address of the manufacturing health institution;
(i) the details necessary to identify the devices;

(i) a declaration that the devices meet the general safety and performance requirements set out in Annex [ to this
Regulation and, where applicable, information on which requirements are not fully met with a reasoned justifi-
cation therefor,

(f) the health institution draws up documentation that makes it possible to have an understanding of the manufacturing
facility, the manufacturing process, the design and performance data of the devices, mcludjnﬂlﬂlc intended purpose,
and that is sufficiently detailed to enable the competent authority to ascertain that the general safety and

jl;_ﬂﬁﬁﬂﬂﬁﬂﬂ {]f l_']_'I_E'iI' mﬂﬂi_lfﬂﬂl_lfii'l:g m ]-ﬁ{ﬂﬁﬂﬂ EI_['I:I:I [n‘ements set out in Annex I to this Regulation are met;
io

draws up a declaration

draws up documentation

reviews experience gained from clinical use

T o n takes all necessary measures to ensure that all devices are manufactured in accordance with the
documentation referred to in point (f), and

(h) the health institution reviews experience gained from clinical use of the devices and takes all necessary corrective
actions.

Member States may require that such health institutions submit to the competent authority any further relevant
information about such devices which have been manufactured and used on their territory. Member States shall retain
the right to restrict the manufacture and the use of any specific type of such devices and shall be permitted access to
inspect the activities of the health institutions.

This paragraph shall not apply to devices that are manufactured on an industrial scale.
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appropriate quality management systems,

# IEC horms
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IEC 62304 Medical device software - S SAINTIOC
Software life cycle processes

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:

IEC 62304:2006/Amd.1:2015
_ ) Class | Class | Class
Section Title Al Bl ¢
5

Software development PROCESS

5.1 |Software development planning

CIaSS dEterminatiOn by FM EA 5.1.1 |Software development plan X | X | X
5.1.2 |Keep software development plan updated X X X

5.1.3 |Software development plan reference to SYSTEM design and development X X X

5.1.4 |Software development standards, methods and tools planning X

5.1.5 |Software integration and integration testing planning X X

5.1.6 |Software VERIFICATION planning X X X

X

5.1.7 |Software RISK MANAGEMENT planning X X
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FMEA | used to do

Adaptation for the radiotherapy domain of level definition:

frequency (F)
non-detection probability (D)
gravity (G)
fevefl Criteria on clinical consequence Impact on the activity performance Impact on the perceived quality  Gravity ASN Number
criteria criteria Grade of
implicated
people
Minar  Eventwithout consequencesfarthe  Slight impact onthe activity Slight impact onthe perceived 1 0 Several
patient or staff performance (lightly late] quality. people+1

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.

. Hug MS, Fraass BA, Dunscombe PB, Gibbons JR 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.
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FMEA | used to do
Double-layer FMEA (with and without actions

© o 3 3 [ H | J K L H a 2 [
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FMEA | used to do

Document with explanations

Written document explaining:

« FMEA description and related definitions

e Evaluation criteria

e Risk and control measures
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Software System  Failure Mode
Backend Wrong result
Frontend Wrong display
Backend Missing file
Gravity Freguency Mon-detection
ID Description Type reduction reduction rate reduction
1 Color-coded Protective - - 1
tolerance Measure
7 Linkto Inherent safety - 1 -
procedure by design
3 Test Inherent safety - 1 -
description by design

C2

L

iiF!EH classes Class name Decisions and actions
Acceptable Mo action nesded
Tolerable under control | Organize a following in terms of risk management
Unacceptable Refuse situation and take actions to reduce risks.

Otherwise one should refuse part or totality of the
activity
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» |ntegrated double-layer FMEA
= Integrated risk and control measure .

= (Clear and standardized evaluation criteria
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Conclusion

" European legislation evolves
B Stricter rules for increased safety
" Home-made devices targeted

" FMEA is part of requested QMS

® Now you have a software for that !
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Thank you for
your attention
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