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Medical Device
Coordination
Group (MDCG

MDCG 2020-2 rev.1 Class | transitional provisions under Article 120 (3 and 4) - (MDR

- Revision

Guidance on certificates under conditions
Guidance for manufacturers and notified bodies on the application of clinical evaluation requirements to orphan devices in view of their certification in accordance with the
MDR

1. Notified bodies
oversight (NBO)

- Update

- Update
MDCG 2019-10 rev.1 Application of transitional provisions concerning validity of certificates issued in accordance to the directives

- Revision

- Revision



https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#one
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#one
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Notified Body Technical Documentation Assessment Report

2. Standards

3. Clinical
investigation and - Update
evaluation (CIE) - Update

Clinical investigation - Q&A document
Contingency approach to exchange information according to Article 76(3) MDR in absence of EUDAMED

4. Post-market
surveillance and
vigilance (PMSV)

MIR form, MIR PDF file, MIR Helptext and related documents - Update

MIR Q&A document - Revision

Field Safety Corrective Action form - Revision

PSUR guidance IVDR - Extension

Q&A documents on Vigilance terms and concepts to VDR requirements - Extension
Guidance on Post-Market Surveillance

MDR Vigilance guidance on implementation of Articles 87 to 90 MDR

Trend report and related documents - Revision

5. Market
Surveillance (MS)



https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#two
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#three
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#three
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#three
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#four
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#four
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#four
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#five
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#five
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Guidance and other documents in support of the MDR and IVDR

- Revision
Guidance document for manufacturers of custom made & adaptable devices

6. Borderline and
classification

(B&C)

- Revision

Exploratory paper on qualification of products specifically intended for the cleaning, disinfection or sterilisation of devices

7. New
technologies

- Revision

Legal status of app providers
FAQ on Interplay between MDR/IVDR and AIA

8. EUDAMED

MDCG 2019-4 Timelines for registration of device data elements in EUDAMED
MDCG 2019-5 Registration of legacy devices in EUDAMED
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

9. Unique Device
Identification

(UDI)

Guidance on the implementation of the Master UDI-DI solution for spectacle frames, spectacle lenses and ready-made reading spectacles

10. International
matters

11. In vitro

MDCG 2020-16 rev.3 Guidance on Classification Rules for in vitro Diagnostic Medical Devices under Regulation (EU) 2017/746 - Revision



https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#six
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#six
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#six
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#seven
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#seven
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#eight
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#nine
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#nine
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#nine
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#ten
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#ten
https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups_en#eleven
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diagnostic
medical devices

(IvD)

Questions and Answers document on performance studies

Guidance on 1D borderline issues

Guidance on Research Use Only devices

Analysis of IVDR in context of hypothetical scenarios of an urgent response to a health crisis
&A/guidance on distance sales

12. Nomenclature
- Revision

Tool for EMDN definitions

13. “Annex XVI”
products

Sources:
e Medical Device Coordination Group Working Groups https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/medical-device-coordination-group-working-groups _en
e Guidance - MDCG endorsed documents and other guidance https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance _en
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