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295 documents




The BAH does not guarantee the completeness of the list.


	Working Groups
	Subgroups / Task Forces of the WGs 
	Documents

	Clinical Investigation and Evaluation WG
	
	· Draft Work Package 11 Clinical Investigation Assessment Template Terms of Reference version 1.0 2020-11-06
· Draft Work Package 12 Clinical Investigation Summary Report Template Terms of Reference version 1.0 2020-11-06
· Draft Work Package 14 CIE Working Group support to EUDAMED Terms of Reference version 1.0 2020-11-06
· Draft Work Package 10 Clinical Investigation Application Template in the absence of EUDAMED – Terms of Reference version 1.0 2020-11-06
· Transposition of MEDDEV 2.7/1 rev. 4 to the Medical Device Regulation – Index 2019-10-30
· Draft Processes and templates relative to CI and PS Assessments version 1 2018-11
· Draft SAE Reporting Eudamed req version 1 2018-11
· Report form for Serious Adverse Events (SAE) DRAFT Reporting Template Version 0.1 2018-11
· SAE Reporting Wireframes-draft version 1 2018-11
· Draft CAs Template CI assessment version 1 2018-11
· Draft Functional specifications for the clinical investigation / performance study Module of the European Database on Medical Devices (Eudamed) DRAFT 1 2018-04-04
· Coordinated Assessment Procedure for Clinical Investigations 2018-03-09
· Clinical Equivalency Assessment Regulation 2017/745 MedTech Europe proposal

	Vigilance WG
	
	· MIR reporting template DRAFT 7.3.0 2021-12-01
· Draft Questions and Answers on Vigilance Terms and Concepts version 5 2021-11-30
· Draft MDCG Guidance on PSUR rev. 3 2021-11
· Proposed draft for Guidance on design changes related to corrective actions rev. 1.1 2021-09-23
· Guidance on the vigilance system for CE-marked devices DSVG 00 Introduction to Device Specific Vigilance Guidance 2021-06
· Guidance on the vigilance system for CE-marked devices Device Specific Vigilance Guidance Template 2021-06
· System/Procedure pack management in relation with SSCP and product certificate 2020-10
· MIR Transparency 2020-09-25
· Fact sheet on MDR requirements for Transparency and Public Information 2020-07
· Industry proposal for implementing the EU MDR article 83(4) By COCIR and Medtech Europe 2020-05-22
· Draft Guidance for Medical Device Manufacturers on Completion of Periodic Safety Update Reports 2020-01-10
· Questions and Answers regarding Implementation of the new Manufacturer Incident Report (MIR) Form Version 1.0 2019-09
· MIR form fields 2019-08-16
· Helptext MIR document version 7.2 2019-06-12
· Additional Guidance Regarding the Vigilance System as outlined in Medical Devices Directive and MEDDEV 2.12-1 rev. 8 2019-05-07
· Manufacturer Periodic Summary Report FINAL Reporting Template version 1.4 2018-12-21
· Questions and Answers to fill in the Field Safety Notice (FSN) 2018-09
· Urgent Field Safety Notice, Rev 1 2018-09
· Template for a Field Safety Notice Customer Reply Form Rev. 1 2018-07
· Template for a Field Safety Notice Distributor/Importer Reply Form Rev. 1 2018-07
· PSUR Questions and comments
· Manufacturer’s Periodic Summary Report (PSR) Medical Devices Vigilance System (MEDDEV 2.12/1 rev 7) version 12/11 2018-11-06
· How to use the Manufacturer Incident Report (MIR) and the Field Safety Corrective Action (FSCA) Forms 2018-11-06 
· MIR Form test report version 2.0 2018

	Borderline and Classification WG
	
	· Guidance on Borderline between medical devices and medicinal products 2021-12-17
· MEDDEV 2.4/1 rev. 9 Work Package Terms of Reference 2019-09-26
· MEDDEV 2.1/3 rev. 3 Work Package Terms of Reference 2019-09-26
· Examples 2019-03-22
· Issues for clarification on the borderline between medical devices and non-viable tissues and cells PRELIMINARY DRAFT FOR CONSULTATION 2019-03-21
· Manual on borderline and classification in the Community Regulatory for Medical Devices version 1.21 2019-01
· Exchange of information between medical device Competent Authorities - Helsinki Procedure, MDD 2018 version 1 2018-12-06
· Helsinki Flowcharts MDD 2018-12-06

	Software WG
	
	

	New and Emerging Technologies WG
	
	· Draft Implementing Regulation on Electronic Instructions for Use of medical devices and annex 2021 
· Summary of issue related to qualification of "Smart Devices hardware" 2021-02
· Draft MDCG 2020-XX Position on the legal status of medical device software app providers 2020-06-04
· Summary Report on a mHealth technology example regulatory analysis under MDR, Endorsed by NET WG on 2017-11-24
· Code of conduct for mhealth apps – final version was submitted by the drafting team to the Article 29 Working Party on 2016-06-07

	EUDAMED Steering Committee
	UDI WG
	· UDI/DEVICES USER GUIDE version 2.0.2 2021-10
· Management of Legacy Devices MDR Eudamed version 1.2 2021-02-15
· UDI/Device - Business Rules v.2.0. 2021
· UDI/Device – Enumerations v.2.0. 2021
· MDR EUDAMED UDI Data Dictionary version 8.0 2021
· MDR Basic UDI-DI & UDI-DI attributes 2021
· IVDR Basic UDI-DI & UDI-DI attributes 2021
· Infographic Basic UDI-DI and UDI-DI concept 2021
· Infographic Categorisation of devices 2021
· Infographic Registration process 2021
· Infographic Legacy device identifiers 2021
· UDI Eudamed enumerations list version 2.2 2020-03
· UDID Business Process Overview version 4.0 2019-12-03
· Legacy devices attributes version 1.0 2019-07-26
· Guide to using Eudamed – UDI Device Management for Manufacturers 2019-07-16
· UDIWG 2018-1 UDI Database, Definitions/Descriptions and formats of the UDI core elements 2019-04
· UDIWG 2018-2 The architecture of the UDI database - Basic UDI-DI and UDI-DI attributes for Medical devices and In-vitro diagnostic medical devices 2019-04
· MDR EUDAMED UDI Security Matrix version 2.0 2019-03-07
· MDR EUDAMED UDI Use Case register version 2.0 2019-03-07
· Entity Model UDID Secure version 1 2019-03-05
· Sitemaps for the restricted and public website 2019-03-05
· EUDAMED public website Wireframes Search criteria 2019-01-15 

	
	Actors' Registration WG 
	· ACTOR MODULE FAQs v1.6 2021-10
· Guide to Using EUDAMED Actor registration module for economic operators Version 2.0 2021-09-23
· Declaration on Information Security Responsibilities 2021
· EUDAMED Mandate Summary document that a non-EU manufacturer should provide in its Actor registration request 2021
· Infographic Actor roles and Actor ID/SRN 2021
· Infographic Actor registration request process 2021
· Infographic Users access requests 2021
· Actor Module - Business Process 2021
· Actor Module - Business Rules 2021
· AIM - Business Process 2021
· AIM - Business Rules 2021 
· EUDAMED-Actor Module - Data Dictionary-V4.4 2020-08-12
· EUDAMED-Actor Module - DTX Services Definition-2020-08-12
· EUDAMED-Actor Module - Enumerations-2020-08-12
· EUDAMED-AIM-Business Process--2020-08-12
· EUDAMED-Horizontal Module-Enumerations-2020-08-12
· Data Dictionary version 3.0 2019-03-04
· Actor registration User wireframes 2018-08-31
· Business Rules Actor Secure version 1.0 2018-08-16
· Business Rules User Management version 1.0 2018-08-16
· Entity Model Actor Secure version 0.36 2018-08-14
· Actors Business Process – ACT version 1.0 2018-08-16
· Security Matrix 2018-08-16
· Draft Functional specifications for the European Database on Medical Devices (Eudamed) to be audited for the Actor module of Eudamed version 0.1 2017-12-18
· Actor registration wireframes, 2017-12
· User access request wireframes, 2017-12

	
	NB & Certificates WG 
	· EUDAMED Notified Bodies User Guide v2.0 2021-09
· Notified Bodies & Certificates Module - Business Rules 2021-09
· MDR Eudamed - Data Dictionary – CRF 2021-09
· Notified Bodies & Certificates – Enumerations 2021-09
· NB Data Exchange Notes EUDAMED Playground v.1.5.1 2021-08-23
· Release 1.2.1 - Notified Bodies & Certificates Module - Business Rules 2021-08-19
· Release 1.2.1 Notified Bodies & Certificates – Enumerations 2021-08-19
· EUDAMED Refused Certificate and Application data dictionary 2021
· Infographic certificates 2021
· CRF Data for Applications MDR Eudamed version 5.0 7.0 2020-08-04
· CRF Data for certificates MDR Eudamed version 7.0 2020-08-04
· Refusal of a certificate version 5 2020-08-04
· Reasons for status changes version 5 2020-08-04
· Eudamed wireframes certificate supplement (TE) version 3.0 2019-06-21
· Eudamed wireframes certificate suspend (QMS) version 3.0 2019-06-21
· Eudamed wireframes Certificate new registration (TE) version 3.0 2019-06-21
· Eudamed wireframes Certificate new registration (QMS) version 3.0 2019-06-21
· Eudamed wireframes Certificate management version 3.0 2019-06-21
· Eudamed wireframes Register a CECP outcome version 3.0 2019-06-21
· Eudamed wireframes Register a CECP version 3.0 2019-06-21
· CRF Business Process Overview MDR Eudamed version 3.0 2019-05-24
· Entity Model NBs & Certificate – Secure version 3.0 2019-03-24
· MDR Eudamed - Security Matrix – CRF version 2.0 2019-02-27
· Draft Functional specifications for the European Database on Medical Devices (Eudamed) to be audited for the NBs & Certificates module of Eudamed version 0.1 2017-12-18
· Issued certificate registration wireframes 2017-12

	
	Data Exchange WG 
	· Economic operators Data Exchange Guide and Release Notes EUDAMED v2.0 2021-09-30
· Notified bodies Data Exchange Guide and Release Notes EUDAMED v2.0 2021-09-30
· Data Exchange Notes EUDAMED Playground version 1.5.1 2021-08-23
· EO - DTX Services Definition 1.5.1 M2M Data Exchange available services for accessing MDR EUDAMED data 2021-08-19
· NB - DTX Services Definition 1.5 M2M Data Exchange available services for accessing MDR EUDAMED data 2021-08-09
· DTX Services Definition for economic operators version 2.0 2021
· DTX Services Definition for notified bodies version 2.0 2021
· EUDAMED M2M DTX Q&A 2019-10-25
· Instructions for the playground testing on Eudamed version 2.0 2019-06-25
· Eudamed Data Exchange Services and Entity Models Introduction 2019-05-29
· Guidelines for Member States on the use of Data Exchange solutions version 1.0 2019-04-18
· MDR Eudamed Data Exchange Entity Model version 1.0 2019-03-21
· Eudamed Machine to Machine Upload request 2019-03-21
· MDR Eudamed Data Exchange CERTIFICATE Entity Model version 1.0 2019-03-15
· MDR Eudamed Data Exchange Service Model version 1.0 2019-03-15
· Data Exchange Service Requirements and Definition for the European Database on Medical Devices (Eudamed) version 0.2 2019-03-11
· EUDAMED DTX Solution – Security Controls version 0.1 2019-02-26
· Draft data exchange message exchange patterns and samples for Eudamed version 0.1 2018-11-11
· Draft Functional specifications for the European Database on Medical Devices for the Data Exchange module of Eudamed 2018-05-31

	
	Clinical Investigation WG 
	· CIPS Application form (Example Single application for coordinated assessment) version 0.8 2021-10-01
· Coordinated assessment validation – authorisation steps 2021-09-30
· Serious Adverse Event Report (SAE) DRAFT Reporting Template Version 0.10 2021-09-30
· CIPS Application form (Example for CIPS application in one EU country First Submission; Non-CE marked device or CE marked devices used outside the scope of their approved intended purpose) Version 0.6 2021-01
· CIPS Notification form (Example for PMCF/PMPF Notification First Submission) Version 0.6 2021-01
· MDR Eudamed Business Process CIPS version 3.0 2019-09-17
· Eudamed mock-ups CI/PS version 2.0 2019-05-16
· CI module - application form 2019-02-06
· CIPS Entity Model Overview version 1.0 2019-02-05
· Eudamed main rules definition for sponsor registration, coordinated procedure, application, and substantial modifications version 2 2019-02-01
· Draft Eudamed CI module application version 1 2018-11
· EUDAMED Wireframes CI/PS application registration 2018-10-08
· MDR Eudamed - Entity Model - CIPS – version 1.0 2018-10-04
· Draft Functional specifications for the European Database on Medical Devices (Eudamed) to be audited for the Clinical Investigations and Performance Studies (CI/PS) module of Eudamed version 1.1 2018-04-20
· CI/PS Process Overview 

	
	Vigilance WG 
	· PSUR Evaluation by Notified Body (EUDAMED Form content) 2021-12-02
· EUDAMED PSUR 2021-12-02
· Manufacturer’s Trend Report (TrendR) DRAFT Reporting Template Version 0.1 2021-12-02
· Generation of report IDs 2021-10-28
· PSR Specification v.0.1 2021-07
· NCAR Specification v.0.1 2021-07
· Trend Report Specification v.0.1 2021-07
· PSUR Business Process v.0.1 2021-07
· Triggering Device statuses from Vigilance v.0.1 2021-07
· FSCA-FSN Clarifications Registration Process 2020-10
· Vigilance – PSUR Report Detailed Requirements version 3.0 2020-01-17
· Business Process Vigilance MDR Eudamed version 3.0 2019-08-27
· MDR Eudamed - Vigilance - Use Case Register version 1 2019-08-26
· EUDAMED Wireframes Register FSCA report version 3.0 2019-08-23
· EUDAMED Wireframes Register FSN report version 3.0 2019-08-23
· MDR Eudamed - VGL - Data Dictionary version 2 2019-03-21
· Field Safety Corrective Action Report (FSCAR) DRAFT Reporting Template Version 3.0 2019-03-13
· (PSR) FINAL Reporting Template Version 1.4 2018-12-21
· PSR -LMIR- Reduced dataset for PSR related incidents based on MIR form Reporting Template Version 7.0 2018-12-20
· Entity Model Vigilance MDR Eudamed version 1 2018-10-31
· EUDAMED Wireframes Register a new MIR report version 3.0 2018-10-18
· Draft Functional specifications for the Vigilance and Post-market surveillance Module of the European Database on Medical Devices (Eudamed) for the Vigilance module of Eudamed version 1.1 2018-04-23
· Eudamed Vigilance wireframes 2018-04
· Manufacturer Periodic Summary Report

	
	Market Surveillance WG 
	

	
	1st modules (Actors, UDI/Devices, NBs and Certificates)
	· EUDAMED Production Release 2.0 - September 2021 – Release highlights since 1.0 2021-10-11
· EUDAMED Production Release 2.0 - Known issues 2021-10-11
· Release 1.2.1 Known issues 2021-08
· Draft Functional specifications for the European Database on Medical Devices (Eudamed) - First release (High(1)) to be audited version 4.1 2019-02-28

	European UDI WG
	UDI Task Force
	· Guidance on UDI rules for specific device types draft 2018-05-25
· Unique Device Identification UDI System Q&A 2019-08
· GS1 UDI HRI and AIDC formats 2019-11
· IFA UDI HRI and AIDC formats 2019-11
· HIBCC UDI HRI and AIDC formats 2019-11
· ICCBBA UDI HRI and AIDC formats 2019-11
· IFA Standards Basic UDI-DI 2019-11
· ICCBBA Basic UDI-DI 2019-11
· HIBC Basic UDI-DI 2019-11
· GS1 Basic UDI-DI 2019-11
· MedTech Europe’s analysis of EU UDI-DI trigger discrepancies Comparison of the IT documents and legal requirements 2020-06-19

	Notified Bodies Oversight (NBO)
	
	

	European Coordination Meeting on the IMDRF activities
	
	· IMDRF UDI Data elements 2018-08-30
· IMDRF terminologies for categorized Adverse Event Reporting (AER): terms, terminology structure and codes 2018-07-12
· Annex E. Clinical signs, symptoms and conditions
· Annex F. Health Impact
· Principles of Labeling for Medical Devices and IVD Medical Devices 2018-07-12
· Unique Device Identification system (UDI system) Application Guide 2018-07-12
· Use of UDI Data Elements across different IMDRF Jurisdictions 2018-07-12
· Recording Unique Device Identifiers in Electronic Health Sources 2018-07-12

	Nomenclature WG
	
	· Questions & Answers European Medical Device Nomenclature (EMDN) 2021-05-25
· Draft Procedures for the updates of the European Medical Device Nomenclature v.2 2021-04-30
· Assignment rules for EMDN – FAQ on the European Medical Device Nomenclature (EMDN) v.3 2021-04-30

	Market surveillance WG
	
	

	Other
	
	· EMA Questions & Answers for applicants, marketing authorization holders of medicinal products and notified bodies with respect to the implementation of the Medical Devices and In Vitro Diagnostic Medical Devices Regulations ((EU) 2017/745 and (EU) 2017/746) rev. 2 2021-06-23
· EMA’s Guideline on quality documentation for medicinal products when used with a medical device 2021-07-22
· EMA recommendation on the procedural aspects and dossier requirements for the consultation of the European Medicines Agency by a notified body on an ancillary medicinal substance or an ancillary human blood derivative incorporated in a medical device or active implantable medical device rev. 1 2019-11-04
· SCHEER Guidelines on the benefit-risk assessment of the presence of phthalates in certain medical devices covering phthalates which are carcinogenic, mutagenic, toxic to reproduction (CMR) or have endocrine-disrupting (ED) properties 2019-06-18
· CAMD MDR/IVDR Transition Subgroup: FAQ – MDR Transitional provisions 01-2018

	MDCG endorsed documents
	
	· MDCG 2021-28 Substantial modification of clinical investigation under Medical Device Regulation 2021-12
· MDCG 2021-27 Questions and Answers on Articles 13 & 14 of Regulation (EU) 2017/745 and Regulation (EU) 2017/746 2021-12
· MDCG 2021-26 Questions and Answers on repackaging & relabelling activities under Article 16 of Regulation (EU) 2017/745 and Regulation (EU) 2017/746 2021-10
· MDCG 2021-25 Regulation (EU) 2017/745 - application of MDR requirements to ‘legacy devices’ and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC 2021-10
· MDCG 2021-24 Guidance on classification of medical devices 2021-10
· MDCG 2019-6 rev.3 Questions and answers: Requirements relating to notified bodies version 3 2021-10
· Helsinki Procedure for borderline and classification under MDR & IVDR 2021-09
· MDCG 2021- 23 Guidance for notified bodies, distributors and importers on certification activities in accordance with Article 16(4) of Regulation (EU) 2017/745 and Regulation (EU) 2017/746 2021-08
· MDCG 2021-22 Clarification on “first certification for that type of device” and corresponding procedures to be followed by notified bodies, in context of the consultation of the expert panel referred to in Article 48(6) of Regulation (EU) 2017/746 2021-08
· MDCG 2021-21 Guidance on performance evaluation of SARS-CoV-2 in vitro diagnostic medical devices 2021-08
· MDCG 2021-20 Instructions for generating CIV-ID for MDR Clinical Investigations 2021-07
· MDCG 2021-19 Guidance note integration of the UDI within an organisation’s quality management system 2021-07
· MDCG 2021-18 Applied-for scope of designation and notification of a conformity assessment body – Regulation (EU) 2017/746 (IVDR) 2021-07
· MDCG 2021-17 Applied-for scope of designation and notification of a conformity assessment body – Regulation (EU) 2017/745 (MDR) 2021-07
· MDCG 2021-16 Application form to be submitted by a conformity assessment body when applying for designation as notified body under the in vitro diagnostic devices regulation (IVDR) 2021-07
· MDCG 2021-15 Application form to be submitted by a conformity assessment body when applying for designation as notified body under the medical devices regulation (MDR) 2021-07
· MDCG 2021-14 Explanatory note on IVDR codes 2021-07
· MDCG 2021-13 rev.1 Questions and answers on obligations and related rules for the registration in EUDAMED of actors other than manufacturers, authorised representatives and importers subject to the obligations of Article 31 MDR and Article 28 IVDR 2021-07
· MDCG 2021-12 FAQ on the European Medical Device Nomenclature (EMDN) 2021-06
· MDCG 2021-11 Guidance on Implant Card – ‘Device types’ 2021-05
· MDCG 2021-10 - The status of Appendixes E-I of IMDRF N48 under the EU regulatory framework for medical devices 2021-06
· MDCG 2021-09 MDCG Position Paper on the Implementation of UDI requirements for contact lenses, spectacle frames, spectacle lenses & ready readers 2021-05
· MDCG 2021-08 Clinical investigation application/notification documents 2021-05
· MDCG 2021-7 Notice to manufacturers and authorised representatives on the impact of genetic variants on SARS-COV-2 in vitro diagnostic medical devices 2021-05
· MDCG 2021-1 Rev.1 Guidance on harmonised administrative practices and alternative technical solutions until EUDAMED is fully functional 2021-05
· MDCG 2021-6 Regulation (EU) 2017/745 – Questions & Answers regarding clinical investigation 2021-04
· MDCG 2021-5 Guidance on standardisation for medical devices 2021-04
· MDCG 2021-4 Application of transitional provisions for certification of class D in vitro diagnostic medical devices according to Regulation (EU) 2017/746 2021-04
· MDCG 2018-1 v. 4 Guidance on BASIC UDI-DI and changes to UDI-DI 2021-04
· MDCG 2021-3 Questions and Answers on Custom-Made Devices 2021-03
· MDCG 2021-2 Guidance on state of the art of COVID-19 rapid antibody tests 2021-03
· Is your software a Medical Device? 2021-03
· COVID-19 TESTS Q&A on in vitro diagnostic medical device conformity assessment and performance in the context of COVID-19 2021-02
· MDCG 2020-18 MDCG Position Paper on UDI assignment for Spectacle lenses & Ready readers 2020-12
· MDCG 2020-17 Questions and Answers related to MDCG 2020-4 2020-12
· MDCG 2020-16 Guidance on Classification Rules for in vitro Diagnostic Medical Devices under Regulation (EU) 2017/746 2020-11
· 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 2020-08
· MDCG 2020-14 Guidance for notified bodies on the use of MDSAP audit reports in the context of surveillance audits carried out under the Medical Devices Regulation (MDR)/In Vitro Diagnostic medical devices Regulation (IVDR) 2020-08
· MDCG 2020-13 Clinical evaluation assessment report template 2020-07
· MDCG 2020-2 rev. 1 Class I Transitional provisions under Article 120 (3 and 4) – (MDR) 2020-07
· MDCG 2019-16 rev. 1 Guidance on Cybersecurity for medical devices 2020-07
· MDCG 2019-15 rev. 1 Guidance notes for manufacturers of class I medical devices 2020-07
· MDCG 2019-10 rev. 1 Application of transitional provisions concerning validity of certificates issued in accordance to Directives 90/385/EEC and 93/42/EEC 2020-07
· Conformity assessment procedures for protective equipment 2020-07
· MDCG 2020-12 Guidance on transitional provisions for consultations of authorities on devices incorporating a substance which may be considered a medicinal product and which has action ancillary to that of the device, as well as on devices manufactured using TSE susceptible animal tissues 2020-06
· MDCG 2018-3 rev. 1 Guidance on UDI for systems and procedure packs 2020-06
· Guidance on regulatory requirements for medical face masks 2020-06
· MDCG 2020-11 Guidance on the renewal of designation and monitoring of notified bodies under Directives 90/385/EEC and 93/42/EEC to be performed in accordance with Commission Implementing Regulation (EU) 2020/666 amending Commission Implementing Regulation (EU) 920/2013 2020-05
· MDCG 2020-10-2 Clinical Investigation Summary Safety Report Form v1.0 2020-05
· MDCG 2020-10-1 Safety reporting in clinical investigations of medical devices under the Regulation (EU) 2017/745 2020-05
· How to verify that medical devices and personal protective equipment can be lawfully placed on the EU market and thus purchased and used – also in the COVID-19 context 2020-05
· MDCG 2020-9 Regulatory requirements for ventilators and related accessories 2020-04
· MDCG 2020-8 Post-market clinical follow-up (PMCF) Evaluation Report Template A guide for manufacturers and notified bodies 2020-04
· MDCG 2020-7 Post-market clinical follow-up (PMCF) Plan Template A guide for manufacturers and notified bodies 2020-04
· MDCG 2020-6 Regulation (EU) 2017/745: Clinical evidence needed for medical devices previously CE marked under Directives 93/42/EEC or 90/385/EEC. A guide for manufacturers and notified bodies 2020-04
· MDCG 2020-5 Clinical Evaluation – Equivalence A guide for manufacturers and notified bodies 2020-04
· MDCG 2020-4 Guidance on temporary extraordinary measures related to medical device notified body audits during COVID-19 quarantine orders and travel restrictions 2020-04
· Guidance on medical devices, active implantable medical devices and in vitro diagnostic medical devices in the COVID-19 context 2020-04
· Conformity assessment procedures for 3D printing and 3D printed products to be used in a medical context for COVID-19 2020-04
· 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 2020-03
· MDCG 2020-1 Guidance on Clinical Evaluation (MDR)/Performance Evaluation (IVDR) of Medical Device Software 2020-03
· MDCG 2019-8 v. 2 Medical Devices: Guidance document Implant Card relating to the application of Article 18 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices 2020-03
· Joint Implementation/preparedness plan on the new Medical Devices Regulation 2017/745 (MDR) 2020-03
· The CND Nomenclature 2020-01
· The European Medical Device Nomenclature (EMDN) 2020-01
· MDCG 2019-14 Explanatory note on MDR codes 2019-12
· MDCG 2019-13 Guidance on sampling of MDR Class IIa / Class IIb and IVDR Class B / Class C devices for the assessment of the technical documentation 2019-12
· MDCG 2019-12 Designating authority's final assessment form: Key Information (EN) 2019-10
· MDCG 2019-11 Guidance on Qualification and Classification of Software in Regulation (EU) 2017/745 – MDR and Regulation (EU) 2017/746 – IVDR 2019-10
· MDCG 2019-9 Summary of safety and clinical performance A guide for manufacturers and notified bodies 2019-08
· MDCG 2019-7 Guidance on Article 15 of the Medical Device Regulation (MDR) and in vitro Diagnostic Device Regulation (IVDR) regarding a ‘person responsible for regulatory compliance’ (PRRC) 2019-07-01
· MDCG 2019-5 Registration of legacy devices in EUDAMED 2019-04
· MDCG 2019-4 Timelines for registration of device data elements in EUDAMED 2019-04
· MDCG 2019-3 rev.1 Interpretation of Article 54(2)b 2019-04
· MDCG 2019-2 Guidance on application of UDI rules to device-part of products referred to in Article 1(8), 1(9) and 1(10) of Regulation 745/2017 2019-02
· MDCG 2019-1 MDCG guiding principles for issuing entities rules on Basic UDI-DI 2019-01
· MDCG 2018-8 Guidance on content of the certificates, voluntary certificate transfers 2018-11
· MDCG 2018-7 Provisional considerations regarding language issues associated with the UDI database 2018-10
· MDCG 2018-6 Clarifications of UDI related responsibilities in relation to Article 16 2018-10
· MDCG 2018-5 UDI Assignment to Medical Device Software 2018-10
· MDCG 2018-4 Definitions/Descriptions and formats of the UDI core elements for systems or procedure packs 2018-10
· MDCG 2018-2 Future EU medical device nomenclature Description of requirements 2018-03
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