
2022-03-29

1

1

(K0) Ingen/låg 

(K1) Grundläggande 

(K2) Utökad 

(K3) Hög

Skyddsnivå:
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• 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)

Responsibilities of National Competent 
Authorities 

4

• 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.

• “Post-market surveillance” (PMS, performed by the Manufacturer) is a 
proactive and systematic process, designed to monitor the performance of a 
medical device by collecting and analyzing information relating to its use in 
the field (Ref. Art. 83 of MDR and Art. 78 of IVDR). An integral part of the 
Quality Management System (QMS) process, the PMS is based on a PMS 
plan and is carried out in collaboration with other economic operators.

The Market Surveillance
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Market surveillance – risk based approach

Vigilance
Reports of serious 

incidents 

Request 

documentation

Inspection 

onsite

Signals

Corrections

Withdrawal 

from the 

market

Fines
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Report from 
the 

manufacturer

Reporting is a positive 
indication  – as long the 
manufacturer takes proper 
actions

Proposed actions should 
not differ within the EU if 
not associated with the 
national provisions

Reports 
from the 

users

Lack of 
vigilance 
reports

The users must invest 
time in reporting

E-
commerce

Proactive 
inspections

Increased incidence

Spread patient group

Serious advent/death

Lack of corrective action

Whistleblower

Media /Social 
media ”CEF”

Swedish 
Customs

Other

Reasons for the Competent Authority to act

• Today seldom occurence

• The Whistleblowing Act;  17th July 2022

• Big area 

• Collaboration with other national market surveillance authorities

• The Medical Device Compliance Exchange Form within EU

• Monthly teleconferences CAs + EU COM

Suspected

deviations:

➢ Minor

➢ Major

➢ Critical

•Increased incidence

•Spread patient group

•Serious advent/death

•Lack of corrective action
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Market Surveillance Tools

Informative Letter/Informative 
meeting 

Desktop Review

Inspection/

Laboratory
analysis

• National 

(unannounced/announced)

• Joint Inspection Group

• Economic actor

• Notifed Body

• Other Competent Authorities

• Users

• Economic actor

• Ask other Competent Authority to act

Knowledge sharing:

- www.mpa.se

- Newsletter/Social Media

- Media

- Meetings with

Associations for 

Medical Technology

Confidentiality vs 

transparency
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http://www.mpa.se/
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• Helena Dzojic, Head of the Department of 

Medical Devices, Swedish Medical Products 

Agency and co-chair in the CAMD Executive 

Group

• E-mail: registrator@lakemedelsverket.se

• Medical devices | Swedish Medical 

Products Agency (lakemedelsverket.se)

• CAMD Executive Group - CAMD : CAMD 

(camd-europe.eu)

Thank you!

mailto:registrator@lakemedelsverket.se
https://www.lakemedelsverket.se/en/medical-devices
https://www.camd-europe.eu/camd-aims-and-objectives/camd-executive-group/

