Checklist for changes under MDR article 120.3

Background

Article 120(3) of (EU) 2017/745 (MDR) allows that devices in
accordance with 93/42/EEC (MDD) can continue to be placed on the
market if:

e The relevant MDD certificates are valid

e The devices continue to be compliant with MDD

e The following requirements of the MDR are met:
post-market surveillance (including PPRC),

vigilance,

registration of site and products, and

no significant changes to the design and the intended
purpose.
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This checklist is used to determine if the change in the intended
purpose or design of the device is a significant as per article 120(3).

Requirements and responsibilities

This guidance is used for MDR article 120(3) and is to be completed
in addition to the requirements in NBOG BPG 2014-3 “Guidance for
manufacturers and Notified Bodies on reporting design changes and
changes of quality system”.

When using this checklist, the following mandatory instructions apply:

e Any change made to the approved design or intended purpose
of an existing MDD product under article 120(3) of MDR must
be assessed within this checklist.

e This checkilist is to be approved by the person responsible for
regulatory compliance (PRRC).

e The checklist consists of 6 flowcharts (taken from MDCG
2020-3):

o Main Chart

Flow Chart A: Intended purpose

Flow Chart B: Design and performance specification

Flow Chart C: Software

Flow Chart D: Material

o Flow Chart E: Sterilization method or packaging design

e All charts must be completed for each change. If a chart is not
applicable, it is to be justified in the footer of the chart.

e If a change includes multiple changes, each change must be
assessed on its own. In addition, the cumulative impact of
changes must be assessed.

e Examples of significant and non-significant changes and
further guidance are given in MDCG Guidance 2020-3.

o O O O



e If the assessment concludes that the change is significant, the
change process shall be discontinued. Decision must be made
by top management if and how to follow-up the change.

e The notified body will have to be notified of any change for
class Il or active implantable devices.

o Using this checklist, we will determine if the change is
significant or not.

o Non-significant changes will be notified to our notified
body. The notified body will review and agree or
disagree to our notification.

o The change can only be implemented once the notified
body agreed that the change is non-significant.

o The non-significant change will be listed continuously in
the list of changes.

¢ All non-significant changes for class | and class Il devices will
be listed continuously in the list of changes

o The list of non-significant changes to class | and class Il
products will be submitted, if requested, to the notified
body ahead of the annual surveillance audits.
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Checklist for changes under MDR article 120.3

Main chart (Part 1)

Change of an existing Medical Device
certified under MDD or AIMDD

Change of the
Purposa?

If non-significant

*assessed and
accepted by the
relevant Competent
Autherity ace. to
CAMD FAQ no 17

If non-significant

If mon-significant

Main chart (Part 2)
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Main chart (Part 2)

Main Chart (ctd.)

*The termmaterial
indudesany
substance
[synthetic, natural,
biological, chemical,
physical, medicinal,
If non-significant ..) that is used to
make or compose
the davice

" Change
of terminal

The change is considered a
non-significant change
per MDR Art. 120(3)

Conclusion:

The change is significant [ Jyes [ ]no
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Flow Chart A: Intended purpose

Chart A

* Labellingchangesshouldbe
FromMain Chart: assessedtoensuretheyarenct
Change of the IntendedPurposa® potentizllysignificantwhen

linkedtothe intendeduse{e.qg.
contraindicaticnsandwarnings).

Limitation of the
Intended

Extension ¥
or change of the &=
Intended Purpose?
MNew user or Ves >
patient population?
** Example:
Yes - Change in the
Change of gemt
diniGIngl.:E* *3 > | anatomical site;

) - Change in the access
site or deployment
methods;

h 4 Y
Return toMain Chart The changeisconsidered
QuestionX significantper MDR Art. 120(3)
Conclusion:

[] The flowchart is not applicable because:

The change is significant [ lyes [ ]no
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Flow Chart B: Design and performance specification

Chart B
* Itshall pot betakeninto

FromMain Chart: l accounthowthe changeis

- e o achieved. A changein specification
Change of theDesignorPerformance Speacification maybetriggeredby, but isnot

limited ta, changeof hardwareor
software, includingchangesf a

component.

change reguire
further clinical or
usability data to support
safety and perfor-

Yes ** Compare
MEDDEY 2.7/1 rev.4
forfurtherguidance

Do new risks
require control measures
or are existing risks
negatively
affected?

Yes

Change
of built-in control
mechanism, operating
principles, source
of energyor
alarms

Yas

4
[ Return toMain Chart ] [ The changeisconsidered

GQuestionC (or move directly to E significantper MDR Art. 120(3)
if Chart D' was previously used)

Conclusion:

[] The flowchart is not applicable because:

The change is significant [ lyes [ ]no
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Flow Chart C: Software (Part 1)

Chart C

FromMain Chart:
Software Change

v

Mew or major
change of operating
sysbtemn or any

component?

Yes

Yes

Requirad
user input replaced
by closed loop

fes

ew diagnostic

therapeutic feature,

or new channel of

inter-operabilit
7

Yes

1 [+

Software (Part 2)
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Flow Chart C: Software (Part 2)

Chart C (ctd.)

Presentationof data”
goesbeyondthe
L 2 | appezrancecf theuser-
interface whichmayincude
newlanguages, layoutsor
graphicsandisconsidered
a minor change.
Itisconnectedtomedical
datawhicharepresentedin
a newformatorby a new
dimensionormeasuring
unit.

Mew user interface or
resentation of data®?

3| *Minor changeswithout
impacttodiagnosisor

treatmentdeliveredmay

include:

- correctignof an eror

whichdoesnot a
ﬁ&ﬂrisk{bugﬁxﬁ},
- Security update (e.g.
cyber-security
enhancements,
longevitycalculations),
- appearancect the user
interface,
- operatingeffeciencies,
- Changestoenhancethe
userinterfacewithout
changesin performance

Minor Change*?

Yes

M .

Return toMain Chart The changeisconsidered
QuestionD significantper MDR Art, 120(3)

Conclusion:

[] The flowchart is not applicable because:

The change is significant [ Jyes [ ]no
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Flow Chart D: Material (Part 1)

¥ These relate to changes
involving existing
ingredients and materials.

FromMain Chart:
Change of a Material*

Change to a
aterial of human/anima
grigin including addition o
new materials?

Yes

**M5: Substancewhich,
if used separately, would
be considered to be a
Yes medicinal substance

***Including a change in
its manufacturing process,
which result in changes to
the existing specification
No of the medicinal
substance.

Material (Part 2)
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Flow Chart D: Material (Part 2)

¥ Changec

ingredientor
material fromexisting
uppliermeetsexisting
specification?

Ingredient
ormaterial from new
suppliermestsexisting
specification?

Mo

Yas

W v . 4

Return toMain Chart Change tobeassessedin The changeisconsidered
QuestionE accwithChart B significantper MDR Art. 120(3)

Conclusion:

[] The flowchart is not applicable because:

The change is significant [ lyes [ ]no
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Flow Chart E: Sterilization method or packaging design

FramMain Chart:
Change of terminal sterilization method
of device or packaging design
with impact to the sterilization

@ * Includes change from
non-sterile to sterile or a
Change* of Yes change to the sterilisation
terminal sterilization method. Changes of cyce
miethod? parameters under the
approved guality
managemeant Sysiem are
No not deemed as significant in
the meaning of Art. 120(3)
@ MDR
Design Change ** Guidance on assessing
which affects or Yes changes for their impact on
changes the sterility the effectiveness of the
assurance**? sterilization process is

provided in the respactive
sterilization standards such

Mo 35!
= EN ISO 11135 [Ethylane
Oxide),
» EM IS0 11137-1
Change in [Radiztion],
DaiC] ging ﬁgign whikd Yas = EN ISD 17665-1 [Mﬂlﬂ
s functionality, safety Heat), _
stability or « EM IS0 13408-1 [Aseptic
g=al integrity?, Process).
Mo

in shelf life can be
considered non-significant
Shelf-life change No (e.g. the increass is made
valldated by protocols fallowing the completion of
approved by the notified bod a real time test whose
method and end-point was

validated and previousl
assessed by the notifi
body]).

@ ***1n principle, an increase

Yes

h J

The change is considerad a The changeisconsidered
non-significant change significantper MDR Art. 120(3)
per MDR Art. 120(3)

Conclusion:

[] The flowchart is not applicable because:

The change is significant [ Jyes [ ]no
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Conclusion:

The change is considered significant

[lyes [no

In case of multiple changes within one assessment:
The cumulative impact of change is considered significant

[ lyes []no, because (justify):

[] The product is a class Il product and/or active implantable
device. Notification to notified body will have to be notified prior to
implementation.

Change Notification number:

[] The product is a class | or class Il device and notification to
notified body is not needed prior to implementation.

Approval by PRRC

Date / Name / Signature
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