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Introduction

This document sets out the work program of the MDCG B&C Working Group for 2021. It details current ongoing work, proposed future work and permanent activities which are not part of defined work packages. The date of application of MDR has been postponed to 26 May 2021 and the priority of the work to support MDR implementation is primarily defined with respect to this timeline. Consequently, the work packages are grouped relative to the priority and type.
This document was developed with the competent authorities members of the MDCG B&C Working Group and relevant stakeholders were consulted. It was endorsed by MDCG B&C Working Group on XXX February 2021 via written procedure and by MDCG on XXX March.
General priorities are grouped as follows:
· Priority 1: Short term guidance
· Priority 2: Medium-term guidance

· Priority 3: Guidance for competent authorities
Other work streams:

· Helsinki procedure
· Quarterly coordination teleconferences

[B&C competent authorities are invited to:
1. Comment the entirety of this document

2. Propose participation to work packages and individual task forces]
Priority 1: Short term guidance
	Work Package 1

Timeline: May 2021
	MDCG guidance on borderline with medicinal products

TF 1 main body of text – lead: COM, members: PT, SE, ES, PL, IT, BE, IE, HR, DE, COM, EMA + stakeholders
TF 2 definitions – lead: COM, members: SE, ES, PL, IT, DE, IE, LV, FR, HR, EMA + stakeholders
TF 3 herbal – lead: PT, members: SE, FR, HU, IT, COM, EMA + stakeholders
updated TOR to follow

	Work Package 2

Timeline: May 2021
	MDCG guidance on classification of medical devices

lead: NL, DE, members: SE, PT, FR, IT, CH, IE, LV, AT, COM + stakeholders
liaise NET R11 & R19

updated TOR to follow

	Work Package 3
Timeline: May 2021
	Introduction of Helsinki procedure under the MDR
lead: COM


Priority 2: Medium term guidance
	Work Package 4
Timeline: Dec 2021
	MDCG guidance on borderline with tissues and cells
lead: tbd, members and stakeholders tbd
TOR to follow in June

	Work Package 5
Timeline: Dec 2021

	MDCG guidance on borderline with biocides
lead: tbd, members and stakeholders tbd
TOR to follow in June


Note: other borderline areas that could be tackled in the future: foodstuffs, cosmetics, software, personal protection equipment
Priority 3: Guidance for Competent Authorities
	Work Package 6
Timeline: tbd in June
	Procedures for notification – decision on dispute
Notification of COM and MDCG by CA about its classification decision following a dispute (Art. 51(2) MDR; Art. 47(2) IVDR)

lead: tbd, members: tbd

TOR to follow in June


Other work streams

	Helsinki Procedure

Timeline: continuous
	Participate in the Helsinki procedure and publish the B&C Manual
lead: CAs - individual enquiries; COM - manual, monitoring and managing enquiries, contact lists; members: CAs, COM
TOR not applicable

	Coordination of activities

Timeline: continuous
	Quarterly coordination teleconferences

lead: COM, members: CAs

TOR not applicable
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