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Wide-ranging collaborations for implementation 

Building partnerships between medicines and devices regulators1
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HMA – heads of medicines agencies
CMDh – coordination group for mutual recognition and 

decentralised procedures – human
CAMD – competent authorities for medical devices

MDCG – medical device coordination group
*WG – Notified Body Oversight (NBO)
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Approach to MDR Article 117 (1/2)

5th industry stakeholder platform 2

Core precept:

❑ EMA/NCAs: evaluate device specific aspects 
relevant to the quality, safety and efficacy of the 
medicinal product

❑ Notified Bodies: assess the relevant GSPRs

❑ Revised set of Q&As under review and discussion 
with EC/NBO

❑ Further updates in progress
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Approach to MDR Article 117 (2/2)

5th industry stakeholder platform 3



Classified as public by the European Medicines Agency 

RSS 2025

Regulatory Science Strategy and EU Medicines Agencies Network Strategy to 2025

4 Creation of an integrated evaluation pathway 

❑ Strong alliances with experts from medical device authorities and others (Member 

States, European Commission, EMA, industry associations). 

❑ Better understanding of medical device regulation and their mechanism of actions

EMANS 2025

Unified actions
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❑ EMA virtual half-day workshop 27 Nov 2020

➔ Focus on Article 117 implementation

❑ EMA guidance: 

➢ further Q&A updates in agreement with EC/MDCG/MS

➢ QWP/BWP guideline anticipate finalisation soon

❑ EC-NBO taskforce on combination products 

❑ Progress RSS / joint network strategy to 2025 

Next steps
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EMA’s mission

Protect human and 

animal health

Stimulate 
and 

foster EU Innovation

Continue dialogue with all involved stakeholders
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Contact me at armin.ritzhaupt@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us

Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News

Thank you for your attention


