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List of Current documents from Working Groups contributing to the implementation of the Medical Devices Legislation at EU level
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	Current WGs of which AESGP is currently an active member
	Subgroups / Task Forces of the WGs of which AESGP is currently an active member
	Documents

	Clinical Investigation and Evaluation WG
	Clinical Evaluation Work Package (WP)
	· Sufficient Clinical Data for the purpose of Article 61(6)(a) DRAFT 4 2018-04-09
· Equivalence DRAFT 2 2018-04-09
· Clinical Equivalency Assessment Regulation 2017/745 MedTech Europe proposal

	
	Summary of safety and clinical performance WP
	· MDCG 2019-X Summary of safety and clinical performance A guide for manufacturers and notified bodies FINAL DRAFT  2019-04-08

	
	Templates of Eudamed WP
	· 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 Evaluation Assessment Report Template version 1 2018-11
· Draft Eudamed CI module application version 1 2018-11
· Draft CAs Template CI assessment version 1 2018-11
· Draft Processes and templates relative to CI and PS Assessments version 1 2018-11
· Draft Post-Market Clinical Follow Up Plan Template version 0.1 2018-11
· Draft Post-Market Clinical Follow Up Plan Update Template version 0.1 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

	Vigilance WG
	PSUR Task Force
	· 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
· Questions and Answers to fill in the Field Safety Notice (FSN) 2018-09
· Draft Guidance for Medical Device Manufacturers on Completion of Periodic Safety Update Reports, DRAFT 3 2018-10-29
· Periodic Safety Update Report Template, DRAFT 3.4 2018-10-29
· PSUR Questions and comments
· MIR reporting template DRAFT 7.1 2019-01-15
· Helptext MIR document 2019-01-15
· MIR Form test report version 2.0 2018
· Manufacturer Periodic Summary Report FINAL Reporting Template version 1.4 2018-12-21
· Additional Guidance Regarding the Vigilance System as outlined in Medical Devices Directive and MEDDEV 2.12-1 rev. 8 2019-05-07
· Report Form Manufacturer’s Trend Report Medical Devices Vigilance System (MEDDEV 2.12/1 rev 7) version 12/11 2018-11-06
· 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

	Borderline and Classification WG
	
	· MEDDEV 2.4/1 rev. 9 Work Package Terms of Reference 2019-03-21
· MEDDEV 2.1/3 rev. 3 Work Package Terms of Reference 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
· Issues for clarification on the borderline between medical devices and non-viable tissues and cells PRELIMINARY DRAFT FOR CONSULTATION 2019-03-21
· Examples 2019-03-22

	Software WG
	Drafting Task Force definitions and Rule 11
	· Guidance for software and definitions in MDR 2017/745 and IVDR 2017/746 rev.03.1 2018-06-29
· Specific consideration on UDI rules for software 2018-07-26

	New and Emerging Technologies WG
	
	· Qualification of Device Software Transposition of MEDDEV 2.1/6 to the MDR 2019-02-18
· Draft implementing act on electronic instructions of use, 2019-04-04
· Clinical Evaluation of Medical Device Software, DRAFT V0.20 2019-04-03
· Guidance on Classification for Software in MDR 2017/745 and IVDR 2017/746 version 0.4 2019-05-15

	
	Nano SIG:
· Drafting Task Force on Rule 19
· Drafting Task Force on Definition
	

	
	E-Health SIG
	· 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
	· Business Rules UDID version 1 2018-08-08
· 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
· MDR EUDAMED UDI Data Dictionary version 3.0 2019-05-03
· UDID Business Process Overview version 2.0 2019-03-06
· MDR EUDAMED UDI Security Matrix version 2.0 2019-03-07
· MDR EUDAMED UDI Use Case register version 2.0 2019-03-07

	
	Actors' Registration WG 
	· Actor registration wireframes, 2017-12
· User access request wireframes, 2017-12
· 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
· 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
· Actor registration User wireframes 2018-08-31
· Data Dictionary version 3.0 2019-03-04

	
	Certificates WG 
	· 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
· Business Rules Notified Body & Certificate – Secure version 1.0 2018-08-21
· Entity Model NBs & Certificate – Secure version 3.0 2019-03-24
· CRF Business Process Overview MDR Eudamed version 3.0 2019-05-24
· Refusal of a certificate version 3 2019-02-08
· Reasons for status changes version 2 2019-02-08
· Data for certificates version 4 2019-03-27
· MDR Eudamed - Data Dictionary – CRF version 3.0 2019-05-24
· MDR Eudamed - Security Matrix – CRF version 2.0 2019-02-27
· 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

	
	Data Exchange WG 
	· Draft Functional specifications for the European Database on Medical Devices for the Data Exchange module of Eudamed 2018-05-31
· MDR Eudamed Data Exchange Entity Model version 1.0 2019-03-21
· Draft data exchange message exchange patterns and samples for Eudamed version 0.1 2018-11-11
· Eudamed Machine to Machine Upload request 2019-03-21
· 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
· 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
· Guidelines for Member States on the use of Data Exchange solutions version 1.0 2019-04-18
· Eudamed Data Exchange Services and Entity Models Introduction 2019-05-29
· Machine to Machine (M2M) Data Exchange Services Definition 2019-05-29
· Instructions for the playground testing on Eudamed version 1.0 2019-05-08

	
	Clinical Investigation WG 
	· 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 
· MDR Eudamed - Entity Model - CIPS – version 1.0 2018-10-04
· CIPS Entity Model Overview version 1.0 2019-02-05
· EUDAMED Wireframes CI/PS application registration 2018-10-08
· Eudamed main rules definition for sponsor registration, coordinated procedure, application, and substantial modifications version 2 2019-02-01
· MDR Eudamed Business Process CIPS version 1.1 2019-01-14
· CI module - application form 2019-02-06
· Eudamed mock-ups CI/PS version 2.0 2019-05-16

	
	Vigilance WG 
	· Eudamed Vigilance wireframes 2018-04
· 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
· Business Process Vigilance MDR Eudamed version 2.1 2018-11-05
· Entity Model Vigilance MDR Eudamed version 1 2018-10-31
· Eudamed PSUR 2019-01-14
· Eudamed PSUR Notified Body Evaluation 2019-01-10
· Manufacturer Periodic Summary Report
· (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
· Manufacturer Incident Report (MIR) for Serious Incidents (MDR/IVDR) and Incidents (MDD/AIMDD/IVDD) Reporting Template Version 7.1 2019-01-09
· Field Safety Corrective Action Report (FSCAR) DRAFT Reporting Template Version 3.0 2019-03-13
· MDR Eudamed - Vigilance - Use Case Register 2019-03-20
· MDR Eudamed - VGL - Data Dictionary version 2 2019-03-21
· Vigilance – PSUR Report Detailed Requirements version 2.0 2019-02-18

	
	Market Surveillance WG 
	

	
	1st modules (Actors, UDI/Devices, NBs and Certificates)
	· 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
	· UDIWG 2018-1 UDI Database, Definitions/Descriptions and formats of the UDI core elements
· 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
· Guidance on UDI for systems and procedure packs draft 2018-05-25
· Annex: UDI database. Definitions/descriptions and formats of the UDI core elements for systems or procedure packs draft 2018-05-25
· Clarifications of UDI related responsibilities in relation to Article 16 draft 2018-05-25
· Provisional considerations regarding language issues associated with the UDI database (Annex VI, Part A Section 2 and Part B of the two Regulations on medical devices) draft 2018-05-25
· Guidance on UDI rules for specific device types draft 2018-05-25
· Unique Device Identification UDI System Q&A draft 2019-05-22
· Guidance on implementation of UDI in an organisation’s quality management system 2019-05-22

	
	TF on UDI Carrier and UDI marking (not yet launched)
	

	European Coordination Meeting on the IMDRF activities
	
	· 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
· IMDRF UDI Data elements 2018-08-30
· Recording Unique Device Identifiers in Electronic Health Sources 2018-07-12

	Other
	
	· Implementation of Medical Devices EU-Regulation – Focus on Manufacturers’ obligations 2018-02-23 144

	MDCG endorsed documents
	
	· MDCG 2018-1 v. 2 Guidance on BASIC UDI-DI and changes to UDI-DI 2019-02
· MDCG 2018-2 Future EU medical device nomenclature Description of requirements 2018-03
· MDCG 2018-3 Guidance on UDI for systems and procedure packs 2018-10
· MDCG 2018-4 Definitions/Descriptions and formats of the UDI core elements for systems or procedure packs 2018-10
· MDCG 2018-5 UDI Assignment to Medical Device Software 2018-10
· MDCG 2018-6 Clarifications of UDI related responsibilities in relation to Article 16 2018-10
· MDCG 2018-7 Provisional considerations regarding language issues associated with the UDI database 2018-10
· MDCG 2018-8 Guidance on content of the certificates, voluntary certificate transfers 2018-11
· 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 2019-3 Interpretation of Article 54(2)b 2019-03
· MDCG 2019-4 Timelines for registration of device data elements in EUDAMED 2019-04
· MDCG 2019-5 Registration of legacy devices in EUDAMED 2019-04
· MDCG 2019-6 Questions and answers: Requirements relating to notified bodies 2019-06
· 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 2019-8 Medical Devices: Guidance document 2019-07-01
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