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Responsibilities of National Competent
Authorities

* Market Surveillance — risk based approach

* EU cooperation (CAMD, MDCG) — many guidance documents are needed
+ National legislation need to be in place in time

» Investigation of clinical trials — new procedures

» Registration of actors/products — EUDAMED validation

* SOPs and IT systems need to be in place in time for NCA

* Free Sales Certificate - legacy and MDR/IVDR

» Derogations

» Vigilance — lack of reporting compared to the reality (Swedish experience)
* Questions from manufacturers, public, media etc

« External information (web, conferences, newsletter etc)
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The Market Surveillance

+ The “market surveillance” (performed by the Competent Authority) is the
set of activities carried out and the measures taken to verify and guarantee
that the devices are compliant with MDR (Art. 93) and IVDR (Art. 88). The
ultimate goal is to ensure that devices placed on the market do not endanger
health and safety.
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Market surveillance —risk based approach

Corrections

Vigilance Inspection
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Reasons for the Competent Authority to act
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Market Surveillance Tools

Economic actor
Notifed Body

Other Competent Authorities E("OWIedge sharing:

www.mpa.se
Users - Newsletter/Social Media
- Media
«  Economic actor »= - Meetings with
»  Ask other Competent Authority to act Associations for

Medical Technology

Confidentiality vs
National transparency

(unannounced/announced)
« Joint Inspection Group
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http://www.mpa.se/
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Thank you!

* Helena Dzojic, Head of the Department of
Medical Devices, Swedish Medical Products
Agency and co-chair in the CAMD Executive
Group

« E-mail: reqgistrator@lakemedelsverket.se

» Medical devices | Swedish Medical
Products Agency (lakemedelsverket.se)

» CAMD Executive Group - CAMD : CAMD
(camd-europe.eu)
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