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‘adverse

event ’ means any untoward medical occurrence,

unintended disease or injury or any untoward

clinical signs, including an abnormal

laboratory finding, in subjects, users or
other persons, in the context of a clinical
investigation, whether or not related to the
investigational device;
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¥ : ‘serious incident’ means any incident
that directly or indirectly led, might have led
or might lead to any of the following:

(1) the death of a patient, user or other
person,

(2) the temporary or permanent serious

deterioration of a patient’s, user’ s or other
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person’ s state of health,

(3) a serious public health threat;
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(Cooperation

between member states ,medical device
coordination group , expert
laboratories ,expert panels and device
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[1] REGULATION (EU) 2017745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 5 April 2017
(2]
EVALUATION: A GUIDE FOR MANUFACTURERS AND
NOTIFIED BODIES UNDER DIRECTIVES 93/42/EEC
and 90/385/EEC

MEDDEV  2.7-1 Rev4 2016: CLINICAL

[3] MDCG 2018-2: Future EU medical device
nomenclature — Description of requirements
[4] MDCG 2018-4: Definitions/descriptions
and formats of the UDI core elements for
systems or procedure packs

[5] MDCG 2018-5: UDI assignment to medical
device software

(6]

related responsibilities

MDCG 2018-6: Clarifications of UDI
in relation to
article 16

[7] MDCG 2018-7: Provisional considerations
regarding language issues associated with
the UDI database

[8] MDCG 2018-3 Rev. 1Guidance on UDI for
systems and procedure packs

[9] MDCG 2018-1 Rev. 3Guidance on basic UDI-DI
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and changes to UDI-DI

[10] MDCG 2019-1: MDCG guiding principles for
issuing entities rules on basic UDI-DI

[11] MDCG 2019-2: Guidance on application of
UDI rules to device—part of products referred
1(8), 1(9) and 1(10) of
Regulation 745/2017

to 1in article

[12] MDCG 2020-15 MDCG Position Paper on the
use of the EUDAMED actor registration module
and of the Single Registration Number (SRN)
in the Member States

[13] MDCG 2019-4 Timelines for registration
of device data elements in EUDAMED

[14] MDCG 2019-5 Registration of legacy
devices in EUDAMED

[15] The EMDN-The nomenclature of use in
EUDAMED

[16] The CND nomenclature — Background and
general principles

[17] MDCG 2020-3 Guidance on significant
changes regarding the transitional provision
under Article 120 of the MDR with regard to
devices covered by certificates according to
MDD or AIMDD

[18] MDCG 2019-13 Guidance on sampling of
devices for the assessment of the technical
documentation

[19] MDCG 2018-8 Guidance on content of the

certificates, voluntary certificate
transfers
[20] MDCG 2020-13 Clinical evaluation

assessment report template

[21] MDCG 2020-10/1 &10/2 Guidance on safety
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reporting in clinical investigations

Appendix: Clinical investigation summary
safety report form

[22] MDCG 2020-8 Guidance on PMCF evaluation
report template

[23] MDCG 2020-7 Guidance on PMCF plan
template

[24] MDCG 2020-6 Guidance on sufficient
clinical evidence for legacy devices

[25] MDCG 2020-5 Guidance on clinical
evaluation — Equivalence

[26] MDCG 2019-9 Summary of safety and
clinical performance

[27] MDCG 2020-1 Guidance on clinical
evaluation (MDR) / Performance evaluation

(IVDR) of medical device software
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[28] MDCG  2019-11 Qualification and
classification of software — Regulation (EU)
2017/745 and Regulation (EU) 2017/746
[29] MDCG 2019-16 rev.l Guidance on
cybersecurity for medical devices
[30] MDCG 2019-8 v2 Guidance document implant
card on the application of Article 18
Regulation (EU) 2017/745 on medical devices
[31] MDCG 2019-7 Guidance on article 15 of the
medical device regulation (MDR) and in vitro
diagnostic device regulation (IVDR) on a
person  responsible for regulatory
compliance’ (PRRC)
[32] https://ec. europa. eu/health/

[33] https://www. nbog. eu/
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