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Jeppe Larsen has served as Senior Director for Medical Devices at the Danish Medicines Agency since 2022, leading a team of 

more than 50 employees His department is Denmark’s competent authority for MDR and IVDR and the designating authority f

or Notified Bodies that certify according to the MDR and IVDR

Internationally, Jeppe represents the EU on the IMDRF Management Committee, where he works toward global regulatory har

monization and champions the European model. A particular focus has been AI and digitalization — areas where Denmark is l

eading efforts, including engagement with the EU’s AI Act.

In 2024, Jeppe also served as Co-chair of the HMA-EMA Big Data Steering Group, nominated to represent the Heads of Medici

nes Agencies (HMA) and leading the network alongside EMA’s Peter Arlett. The group was tasked with developing and implem

enting a strategy to harmonize the use of Real World Data in regulatory science and research.

Before joining the Danish Medicines Agency, Jeppe was an Engagement Manager at Implement Consulting Group, specializing 

in operational excellence. His expertise spans Lean, process optimization, agile operations, project management, and change m

anagement—particularly in the life sciences, healthcare, financial services, and public sector
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Medical device’ means any instrument, apparatus, appliance, software, implant, reagent, material or other article intended by the 
manufacturer to be used, alone or in combination, for human beings for one or more of the 

• following specific medical purposes: 

• diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease, 

• diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability, 

• investigation, replacement or modification of the anatomy or of a physiological or pathological process or state, 

• providing information by means of in vitro examination of specimens derived from the human body, including organ, blood and 
tissue donations, and which does not achieve its principal intended action by pharmacological, immunological or metabolic means,
in or on the human body, but which may be assisted in its function by such means. 

The following products shall also be deemed to be medical devices: 

• devices for the control or support of conception; 

• products specifically intended for the cleaning, disinfection or sterilisation

1.  Short Introductionl

3) Definition of a Medical Devices according to the MDR
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CHAPTER VII

POST-MARKET SURVEILLANCE, VIGILANCE AND MARKET SURVEILLANCE

Section 1

Post-market Surveillance

Section 2

Vigilance

Section 3

Market Surveillance

(60) ‘post-market surveillance’ means all 

activities carried out by manufacturers in 

cooperation with other economic operators to 

institute and keep up to date a systematic 

procedure to proactively collect and review 

experience gained from devices they place on 

the market, make available on the market or put 

into serv

(61) ‘market surveillance’ means the activities 

carried out and measures taken by competent 

authorities to check and ensure that devices 

comply with the requirements set out in the 

relevant Union harmonisation legislation and do 

not endanger health, safety or any other aspect 

of public interest protection

(64) ‘incident’ means any malfunction or 

deterioration in the characteristics or 

performance of a device made available on the 

market, including use-error due to ergonomic 

features, as well as any inadequacy in the 

information supplied by the manufacturer and 

any undesirable side-effect

(65) ‘serious incident’ means any incident that 

directly or indirectly led, might have led or might 

lead to any of the following:

(a)the death of a patient, user or other person,

(b)the temporary or permanent serious 

deterioration of a patient's, user's or other 

person's state of health,

(c)a serious public health threat
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ART 83  - Post-market surveillance system in EU
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Deep dive on four areas

Periodic Safety Update Report (PSUR)

Person Responsible for Regulatory Compliance (PRRC)

EUDAMED

Vigilance!



Article 86 in MDR and Article 81 in IVDR

MDR: Class IIa, IIb and III. IVD: Class C and D.

PSUR is made available for the notified body and upon 
request to the National Competent Authorities.

For high class/risk devices PSUR shall be revised annually.

MDCG guidance 2022-21 has been published for PSUR. 
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PSUR - Periodic Safety Update Report 



A requirement in terms of PRRC specified in article 15 in MDR and IVDR.

Demanding a single person to have the responsibility for the regulatory compliance in the company. 

The person needs to have certain qualifications and needs to be an employee of the organisation. (For larger companies).
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PRRC - Person Responsible for Regulatory Compliance



Electronic system (database) being established by the Commision in 
collaboration with the member states in the EU. 

The new regulations (MDR, IVDR)  moreover require medical devices to have a 
Unique Device Identification (UDI) to ensure traceability throughout the supply 
chain from manufacturer to patient

First modules are expected to become mandatory in 2026
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EUDAMED - European Database on Medical Devices



1. Manufacturers shall have available within their organisation at least one person responsible for regulatory compliance who possesses the requisite expertise in the 
field of medical devices. The requisite expertise shall be demonstrated by either of the following qualifications:

(a) a diploma, certificate or other evidence of formal qualification, awarded on completion of a university degree or of a course of study recognised as 
equivalent by the Member State concerned, in law, medicine, pharmacy, engineering or another relevant scientific discipline, and at least one year of professional 
experience in regulatory affairs or in quality management systems relating to medical devices;

(b) four years of professional experience in regulatory affairs or in quality management systems relating to medical devices.

Without prejudice to national provisions regarding professional qualifications, manufacturers of custom-made devices may demonstrate the requisite expertise 
referred to in the first subparagraph by having at least two years of professional experience within a relevant field of manufacturing.

2.   Micro and small enterprises within the meaning of Commission Recommendation 2003/361/EC (36) shall not be required to have the person responsible for 
regulatory compliance within their organisation but shall have such person permanently and continuously at their disposal.

3.   The person responsible for regulatory compliance shall at least be responsible for ensuring that:

(a) the conformity of the devices is appropriately checked, in accordance with the quality management system under which the devices are 
manufactured, before a device is released;

(b) the technical documentation and the EU declaration of conformity are drawn up and kept up-to-date;

(c) the post-market surveillance obligations are complied with in accordance with Article 10(10);

(d) the reporting obligations referred to in Articles 87 to 91 are fulfilled;

(e) in the case of investigational devices, the statement referred to in Section 4.1 of Chapter II of Annex XV is issued.

4.   If a number of persons are jointly responsible for regulatory compliance in accordance with paragraphs 1, 2 and 3, their respective areas of responsibility shall be 
stipulated in writing.

5.   The person responsible for regulatory compliance shall suffer no disadvantage within the manufacturer's organisation in relation to the proper fulfilment of his or 
her duties, regardless of whether or not they are employees of the organisation.
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PRRC - Person Responsible for Regulatory Compliance



1. Manufacturers of devices made available on the Union market, other than investigational devices, shall report, to the relevant 
competent authorities, in accordance with Articles 92(5) and (7), the following: 

3.  Vigilancel

MDR art 87

(a) any serious incident involving devices made 

available on the Union market, except expected 

side-effects which are clearly documented in 

the product information and quantified in the 

technical documentation and are subject to 

trend reporting pursuant to Article 88; 

(b) any field safety corrective action in respect 

of devices made available on the Union market, 

including any field safety corrective action 

undertaken in a third country in relation to a 

device which is also legally made available on 

the Union market, if the reason for the field 

safety corrective action is not limited to the 

device made available in the third country. The 

reports referred to in the first subparagraph shall 

be submitted through the electronic system 

referred to in 



The quality management system shall address at least the following aspects

(i) setting-up, implementation and maintenance of a post-market surveillance system, in accordance with Article 83; 

(j) handling communication with competent authorities, notified bodies, other economic operators, customers and/or other stakeholders;

(k) processes for reporting of serious incidents and field safety corrective actions in the context of vigilance; (l) management of corrective and preventive actions 
and verification of their effectiveness; 

(m) processes for monitoring and measurement of output, data analysis and product improvement. 

10. Manufacturers of devices shall implement and keep up to date the post-market surveillance system in accordance with Article 83
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Manufactures obligations - QMS



The quality management system shall address at least the following aspects

(i) setting-up, implementation and maintenance of a post-market surveillance system, in accordance with Article 83; 

(j) handling communication with competent authorities, notified bodies, other economic operators, customers and/or other stakeholders;

(k) processes for reporting of serious incidents and field safety corrective actions in the context of vigilance; (l) management of corrective and preventive actions 
and verification of their effectiveness; 

(m) processes for monitoring and measurement of output, data analysis and product improvement. 

10. Manufacturers of devices shall implement and keep up to date the post-market surveillance system in accordance with Article 83

13. Manufacturers shall have a system for recording and reporting of incidents and field safety corrective actions as described in Articles 87 and 88. L 117/24 EN 
Official Journal of the European Union 5.5.2017 
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Manufactures obligations - QMS



14. Manufacturers shall, upon request by a competent authority, provide it with all the information and documentation necessary to demonstrate the conformity of 
the device, in an official Union language determined by the Member State concerned. The competent authority of the Member State in which the manufacturer has 
its registered place of business may require that the manufacturer provide samples of the device free of charge or, where that is impracticable, grant access to the 
device. Manufacturers shall cooperate with a competent authority, at its request, on any corrective action taken to eliminate or, if that is not possible, mitigate the 
risks posed by devices which they have placed on the market or put into service. 

If the manufacturer fails to cooperate or the information and documentation provided is incomplete or incorrect, the competent authority may, in order to ensure 
the protection of public health and patient safety, take all appropriate measures to prohibit or restrict the device's being made available on its national market, to 
withdraw the device from that market or to recall it until the manufacturer cooperates or provides complete and correct information. 

If a competent authority considers or has reason to believe that a device has caused damage, it shall, upon request, facilitate the provision of the information and 
documentation referred to in the first subparagraph to the potentially injured patient or user and, as appropriate, the patient's or user's successor in title, the 
patient's or user's health insurance company or other third parties affected by the damage caused to the patient or user, without prejudice to data protection rules 
and, unless there is an overriding public interest in disclosure, without prejudice to the protection of intellectual property rights. 

The competent authority need not comply with the obligation laid down in the third subparagraph where disclosure of the information and documentation referred 
to in the first subparagraph is ordinarily dealt with in the context of legal proceedings
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Manufactures obligations - reporting
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Other important actors

Manufactures Authorised representatives Importers Distributors

Healthcare Professionals
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