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Risk management plan/report cannot meet ENISO14971 requirement

Example:

v' The definition of probability is not clear. there is not clear how the Probability matrix is to be
understood ?

v What is the subject of frequency? Is it per device / per procedure?
v there is not defined that how often Probability of occurrence is happened?

v As required in ISO 14971:2012, no risk benefit analysis of individual risks or overall risk
benefit analysis for the product are presented in the risk management report

v Whole life-cycle of the device is not covered in risk management process.
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Clinical evaluation cannot meet MEDDEV 2.7/1, Rev. 4 requirement

Example:

v'Rev.3 cannot be accepted

v'Equivalence is not demonstrated. The tables comparing the equivalent products is not very
detailed. For instance intended use is not the same for all equivalent devices, all relevant aspects
is not compared, for instance thickness, ability to absorb fluid, is the equivalent products material
identical?

v'Can indications and contraindications be found in clinical evaluation report?

v The manufacture has not clearly presented literature relating to clinical safety , performance of
the device.
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PMS/PMCF plan/data is not completed, not be sufficient in technical documentation

Example:

v'According to MEDDEV 2.12, manufacturer should have system to identify pattern of adverse
events or incidents reporting that are usually excluded from individual reporting. This is to
monitor severity and frequency of the known adverse events. Therefore, it is expected that
manufacturer have established procedures to proactively collect and scrutinizes trends in all
complaints and incidents occurring with their devices. Among other activities this should also
include training of not only their own employees but also the user on necessity to report incidents
and adverse events of both known and unknown nature. MEDDEV 2.12 requires a robust,
proactive post marketing surveillance system (PMS).

v'PMS plan and PMCF plan lack all the details as required in meddev 2.12 -1 and -2
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Test report is not completed, not be sufficient in technical documentation

Example:

v ISO 10993-1 evaluation, ISO 10993-X test report, per final product

v'Sterilization report, routine monitoring, initial validation, re-validation, per product
v'Shelf life/ Life Time/ Storage/ Transportation ... stability report

v'Harmonized standard test report
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Labeling/packing/IFU is not completed, not be sufficient in technical documentation

Example:

v'Customer web site cannot be confirmed that these devices are home care devices but this is not
the same information in the IFU

v'The storage conditions are not included in the IFU as required by ER 13.6a.

v There is no graphical symbol for Operating and Storage Temperature on the Labels as specified in
the Specifications of devices.
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Declaration of conformity is not completed, not be sufficient in technical documentation

Example:

v'Declaration of Conformity does not consist a statement that the declaration is issued under the
sole responsibility of the manufacturer. This document also does not have any space to mention
number identifying the product and this number does not need to be unique to each product but
it could refer to a product, batch, type or a serial number allowing traceability.

v'The product name, type, models of the device is missing in the DOC. It should be consistence in
draft certificate
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Essential requirement checklist is not completed, not be sufficient in technical
documentation

Example:

v'Essential requirement check list is not detailed. This list does not include the standards
manufacturer claims compliance with to be compliant with relevant requirement or internal
procedures ensuring their compliance.

v'It is not full traceability in ER to referred reports/documents, including unique name/version
numbers.
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Others_ cross directive/IFU compliance

Example:

v There is no reference to RoHS Directive. The requirements of RoHS Directive 2011/65/EU is not
declared in active device.

v'List of devices: Please include information regarding if the devices is delivered in non-sterile, but
it need to be sterilized before use/reuse, there is no cleanliness/sterile validation report,
according to IFU.
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MDD E<SEIMDRIZR(EU 2017 /745)M=%E - UERE(EN AT ?

« Common Specification (Article 9), a set of technical and/or clinical requirements

« MDREBHZAWEZ  EMMEBEEIE L (Article 10), ETHEEE A4 (Article 83),EEEIE %
4 (Article10, Annex I), UDIZ#% (Article 27)

- HIEHAZNMITFEMDRAIQMS, M 1THEBEAIMDR Annex I GSPR, ERFRETAL, & ERRIEH
J:ﬁﬂé:ﬁhtR B2 =ZE AUDI and EUDAMED, 852383, P, a3 1, BMIFEMNZEERE
Bk EE

- BAERER, Kigr, EOB, BEREEETE - 22 Economic operator =, {Eas BB A
THEEE
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IVDDEQHEIVDREZMRWEE - IKE(ERYASE ?

« DNVGL Presafe is not intend to apply IVDR_NB, so it is exclusive in current NB
activity
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https://ec.europa.eu/growth/sectors/medical-devices/requlatory-framework en

Follow EU document

Information for manufacturers

Factsheet for manufacturers of medical devices

Implementation model. medical devices

Exhaustive list: requirements for medical devices manufacturers
Factsheet for manufacturers of in-vitro diagnostic medical devices
Implementation model: in-vitro diagnostic medical devices

MAmEBERREMTEMRGT, B, HE, REFEEVEmBHBREINED, BEMDRRVFX
23K, £2ZCEN/TR 17223:2018.

=0

- 18 AEconomic operator K18 , A M &EAEIER, £, O,
HEMDREEER - BIRMDRERERM AN LHEEE -

ReUEx, BlEAEBEA

- 52AGSPR Checklist and DOC per MDR @ TEEMAETNZNEE -
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https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en

nHI-r

MmEEE(PMSR, Post Market Surveillance Reports)#a®x
Ol gEMDRIABLESZ - SEEZMOIEIII? (B FE)

> PUKG% 23R

Class I Class IIa (category) Class IIb (generic Class IIa, IIb
group) Implantable

Summary and conclusions of surveillance data analysis
EEEROTRREMS R

Rationale and description of any preventive and corrective actions
EAIFER A IEE RO IR R AN ot

Class III

- Volume of sales of device and estimate evaluation of the size and other characteristics of the population

using it, where practicable usage frequency of the device

HEolfTH=RMERERT - [MRHESE - MASEFHEERTEHARBIRE - MEMEESE

= Main findings from PMCF
REPMCFHEZE IR

- Conclusions of risk-beneift determination
B - M= H B R4S AR

as needed, based on new as needed, at least biennially at least annually at least annually
input WER, 2 E/'\ g2 2V8F 2hEF
NRRY, B R TRV E A

at least annually
2V8F
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BERMEZETEHTCHZEHIE (PSUR, Periodic Safety Update Reports)

HY# 1T 4R

2 WRABAE? (ELH)

Class I

For Is, Im, Ir
—ERE - =8 - IEEERFm
&3

Upon request
KIBESK

During PA -Is, Im, Ir
TE BATE#Z

Class IIa

Part of Annex III

Documents
MYEIIT RYEE

Upon request
IBEEK

During PA
EBATEZ

Part of surveillance audit
EEREZEN D

Class IIb

Part of Annex III

Documents
MIEIII R9ER

Upon request
IBESK

During every PA at
least _
2D EHRTER

Part of surveillance
audit
BB S

Class IIa, IIb
Implantable

By means of EUDAMED

By means of EUDAMED

During every PA at
least ‘
2D EHRTEZ

Upload to EUDAMED

Class III

By means of EUDAMED

By means of EUDAMED

During every PA at
least _
2D EERTEZ

Upload to EUDAMED
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EiAAE - 3% reclassificationEI5 ? 3 - EEkIRIRITTMDDIE S R
MEITEIR ?

MDREM N$EH18 $8E 2248 - FTIEHFZNE @ W EEMEBERMA SV IVER R 22PN —287?
AifEClass?

G4 - ﬂ’ﬂ_i@"ﬁﬁﬁ AMEEABEMERNSMTRMNE - EllLaserfRE:S, EEENXEEBERER,
PR
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Class IIall FRYEm - BAREGESEBUUMEERE - DENITHRKREMGIE ? 2 E
Class IIbLl EEEES |:|7_|'/E$t J'“-"E?

FhiBEClasstVEM Em - FEime A RLUMBEEE - BFATIRIRTE -
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8EDNV-GLOE{EIZIEEE:EMDR and/or IVDR E#ZVSRE A1 ?

VAN 1

- BEDNVGL, BRMDRRIEMIENN - FA5T5E4ZF(108) - IS ZEEMZIESE -

- BEDNVGL, BRIAKRFRE|ZIEBIVDRIWZET - BEIRIVDRAUEHIBIN_ ol£2%E Presafe
Denmark A/S website
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