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Agenda

- Transition timelines IVDD - IVDR

- IVDR classification

- Conformity assessment infrastructure
- Development of guidance, CS etc.
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Transition from VDD to IVDR
]

European
Commission

Am/ =i - 42 Transition Timelines
reaay: from the Directive to the in vitro

i you 7 diagnostic medical devices Regulation Y

$26 Mav 2022-

: 27 May 2024 -
Until 25 May 2022 26 May 2024 27 May 2025
All certificates issued under the in vitro diagnostic medical devices Directive (IVDD) (e b U IVDD devices already
oD are valid until their date of expiry : L‘glﬁl\:‘:s ﬁ :Aav 2017
Directive 127 May 2024
l From 26 MAY 2017 Frop2 ey 434 d ays
= Devices that conform to the in vitro diagnostic medical devices Regulation (IVDR) (Lt i e
DR may be placed on the market :‘\g"ﬁzﬂv\ﬁéﬁ bein conforrmity
Regulation
26 MAY 2017  The IVDR enters into force 26 MAY 2022 The IvDR applies
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Transition from IVDD to IVDR — Notified Bodies

Expected need of notified bodies Certificates evolution*
IVDD IVDR IVDR
certificates applications certificates

. . . . . 1064 230 6

* Team-NB annual survey, with 2020 provisional data

Under IVDD Under IVDR (survey completed at 81%)
10-15 % of 80-90 % of
IVDs IVDs
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Designation of Notified Bodies IVDR - State of play
B

Total Applications Received OVERVIEW OF NBs AT EACH STAGE OF THE PROCESS
(4 March 2020)
16 MDR
Applications Progressing
14(-2 UK)
(IVDR v IVDD*)
~65 %
*Excluding bodies from Turkey & S qu O &@- éfc & :
Body type a Name « W
» NB 2797 BSI Group The Netherlands B.V. Netherlands
» NB 0124 DEKRA Certification GmbH Germany
» NB 0197 TUV Rheinland LGA Products GmbH Germany
» NB 0123 TUV SUD Product Service GmbH Zertifizierstellen | Germany

VDR classification

CLASS RISK LEVEL A . D
Specimen receptacles Some Self-Tests CDx  Disease Staging  Genetic Tests | Transmissible Agents
Low Individual Risk S Pregancy
o~ > HIV
2 and Low Public Health Risk > S e\ t ge J)ﬁ ’
Controls w/o , a 4 ] ol -
Quantitative or Therapeutic HBV
B Moderate Individual Risk Bullers Qualitative Chiicer Infections  Monitoring
and/or Low Public Health Risk = f vl 28 Diseases iR
' " . Al
Some P 1.
)
e High Individual Risk Tnstromsns s""f“t:'"wm o P - - Blood Grouping
and/or Moderate Public Health Risk SR S‘ZTGE.:'..‘,;:::’ o® e
Some Histological ieEvie 1 @ f

o High Individual Risk Stains g o
and High Public Health Risk w _;»

“Examples shova are purposes. Final devie ion depends L parpose ice & comrect application of Regulation 2017/746EU

Courtesy of Philip Kelly HPRA

Application of the classification rules (set out in Annex VIII)
- governed by the intended purpose of the devices
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Guidance: Scope & Classification

Work item Description Pr?limi.n ary
timeline
Classification of IVDs
Guidance on Classification Rules under Published
Regulation (EU) 2017/746 MDCG 2020-16

Transpose the existing MDR
Put in place Helsinki procedure for IVDs procedure for assessing borderline Q2 2021
and classification cases

Ongoing MDCG guidance development:
mdcg_ongoing guidancedocs en.pdf(europa.eu)

f/)AxEMED RISy ERKET

Products required to meet Common Specifications

« Common Technical Specifications (CTS) for the IVD Directive will be
transposed to CS for the IVDR.

* Annex Il List A devices under the IVDD will be Class D under the IVDR
(expected to comply with CTS under the current IVDD).

* Devices not listed under Annex Il of the IVDD, which will become Class D
devices under the IVDR.

* CSin preparation for devices that are envisaged to be Class D under the
IVDR that are currently not in Annex Il List A under the Directive.
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https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/mdcg_ongoing_guidancedocs_en.pdf

Performance Evaluation
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antibody tests

performance levels, under the IVDD

Work item Description Pr(.ellml.nary
timeline
IVD common specifications (CS)
CS on the basis of the amended Decision 2002/364/EC Adoption
Adoption of first round of CS + Chagas/syphilis, Kidd/Duffy and CMV/EBV, and
possibly COVID-19 Q2-Q3 2021
Guidance on performance evaluation
Guidance on performance evaluation Definitions and key principles Q2 2021
Summary of Safety and Performance (SSP) SSP template (Class C/D according to Article 29) Q2 2021
Guidance on state of the art of COVID-19 Key elements of performance evaluation modalities and Q1 2021

EURLs and Expert Panels (Class D devices)

* EURLSs - verifies the performance claims of devices during the conformity
assessment with the applicable CS, (or with other solutions being at least

equivalent).

* EURLs - performs tests on batches or samples of the device
+ Expert panels - reviews the manufacturer performance evaluation report
- when no CS are available for a device and

- when it is the first certification for “a type of device” placed on the market
under the IVDR.
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Notified Bodies & Conformity

Work item Description P".ehml.n any
timeline
Guidance on batch verification by notified bodies and EU reference laboratories
Guidance on frequency of batch Frequency of sending samples to the
e Q2 2021
verification EURL
In-house devices
Guidance on conditions for in-house Art. 5(5) IVDR (equivalent to Art 5(5)
i Q3 2021
device MDR)
Health crisis preparedness
Analyse the IVDR in context of
hypothetical scenarios of an urgent E.g._urgent need for class A, B, C, D Q2 2021
. device
response to a health crisis

EU reference laboratories

Work item Description Pr?llml'nary
timeline
Practical issues related to EURLs Clarification based on text of implementing acts continuous
Survey on EURL demand For‘performance verification and for batch Q1 2021
testing
Implementing acts on tasks and criteria Q2 2021
and on fees
Issue call for application As follows the implementing acts Q2 2021
ES?Lzlete assessment and designate the As follows implementing acts and call Q1 2022

MDR and IVDR implementing measures rolling plan DocsRoom - European Commission (europa.eu)



https://ec.europa.eu/docsroom/documents/41501
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What is needed for an efficient transition?

* Harmonised standards

* Operational Expert Panels

« Common Specifications

* EU reference laboratories

» Capacity of available NBs
....... but the time to DoA is limited
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Thank you for listening

ola.philipson@lakemedelsverket.se
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