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ABSTRACT: The paper deals with person responsible for regulatory compliance according to the EU 

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical 

devices (MDR) and EU Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 

April 2017 on in vitro diagnostic medical devices (IVDR). The ratio of this new kind of professional can 

be obtained from Whereas no. 34 of MDR and from Whereas no. 33 of IVDR which provide as follows: 

“It should be ensured that supervision and control of the manufacture of devices, and the post-market 

surveillance and vigilance activities concerning them, are carried out within the manufacturer's organisation 

by a person responsible for regulatory compliance who fulfils minimum conditions of qualification”. 

 

ABSTRACT: Il contributo tratta della nuova figura della persona responsabile del rispetto della normativa, 

disciplinata dal Regolamento (UE) 2017/745 del Parlamento Europeo e del Consiglio del 5 aprile 2017 sui 

dispositivi medici (MDR) nonché dal dal Regolamento (UE) 2017/746 del Parlamento Europeo e del 

Consiglio del 5 aprile 2017 sui dispositivi medici in vitro. La ratio ispiratrice di questa nuova figura 

professionale è ricavabile dal Considerando 34 dell’MDR e dal Considerando 33 dell’IVDR ove si legge: 

“Si dovrebbe garantire che la supervisione e il controllo della fabbricazione dei dispositivi, nonché le 

attività di sorveglianza post-commercializzazione e di vigilanza a essi relative, siano effettuati all’interno 

dell’organizzazione del fabbricante da una persona responsabile del rispetto della normativa e in possesso 

di requisiti minimi di qualificazione”. 
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SUMMARY: 1. Introduction; 2. Entry into Force and Transition Periods; 3. Person Responsible for Regulatory 

Compliance under Articles 15 of the MDR and the IVDR; 3.1. Obligation for Appointment of a PRRC; 3.2. 

Qualification of the PRRC; 3.3. PRRC Appointed by Authorized Representative; 3.4 Obligations of the PRRC under 

Article 15; 3.5 Responsibility of the PRRC; 4. Conclusion. 

 

1. Introduction 

 

The scandal with Poly Implant Prothese (PIP scandal) – a French company established in 1991 specialized 

in the production of silicone gel breast implants, that burst in 2010, undermined the trust of patients and health care 

professionals in the health care system. It triggered a strong wave for revision of the current EU legislation in the 

field of medical devices and for introduction of more punitive measures for control of the quality and safety of 

medical devices. The legislative framework, consisting of Council Directive 90/385/EEC on Active Implantable 

Medical Devices, Council Directive 93/42/EEC on Medical Devices and Directive 98/79/EC of the European 

Parliament and of the Council on in vitro Diagnostic Medical Devices, allowed diverse interpretation and 

implementation in the national legal systems. 

The procedures for medical devices’ approval, the manner in which the European rules were implemented 

and functioned in practice, as well as the control that was exerted over the conformity of the devices, varied 

significantly across the Union.1 It turned out that the legislative measures in the field were unable to prevent massive 

fraud concerning medical devices and its serious consequences for the public health. 

The PIP scandal merely turned out into a global health crisis with hundreds of thousands sold implants that 

deviated from the mandatory medical standards, were loaded with toxicity that lead to several death cases and maybe 

provoked breast cancer in other cases. Although the implantable devices that contained industrial-grade silicone were 

quickly recalled from the French authorities soon after the deceit was revealed, it became evident that the legal 

framework needs reform in order to guarantee equal interpretation and implementation of the rules, as well as that 

devices placed on the market are safe, controlled with respect to their performance and possible side effects and 

correspond to the announced quality and functions. 

The more stringent regulation in the field of EU medical devices came with the adoption of Regulations (EU) 

No 2017/745 and 2017/746. The new EU legislation pursues two main goals. These are, first, the stirring of new 

technologies, innovation and smooth internal market with free flow of medical devices across and second, ensuring 

high level of safety, quality and protection of public health through various requirements guaranteeing that the end 

product shall be completely safe and shall have added value to the consumers. Moreover, the EU strives to eliminate 

the diverse requirements towards the design, manufacturing and placing on the market and putting in service of 

                                                            
1 Contardi, M. Changes in the Medical Device`s Regulatory Framework and Its Impact on the Medical Device`s Industry: From 
the Medical Device Directives to the Medical Device Regulations, 12 Erasmus L. REV. 166 (2019). 
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medical devices, which characterized the medical market before the adoption of the MDR and the IVDR. The 

purposes to keep in pace with and foster the technological innovations and to ensure smooth internal market of 

medical devices, are also pursued at Union level. The legislative approach of replacing the directives which 

previously formed the legislative base in the sphere of medical devices (Council Directive 90/385/EEC on Active 

Implantable Medical Devices, Council Directive 93/42/EEC on Medical Devices and Directive 98/79/EC of the 

European Parliament and of the Council on in vitro Diagnostic Medical Devices) with regulations shows the desire 

for harmonization of the legal framework across the Union and for uniform interpretation and application of the rules 

which are directly applicable in their entirety in all Member States. 

 

 

2. Entry into Force and Transition Periods 

 

 The MDR entered into force on 26 May 2017 and was supposed to apply from 26 May 2020. Pursuant to 

Regulation (EU) 2020/561 of 23 April 2020 amending Regulation (EU) 2017/745 on medical devices, its date of 

application was postponed to 26 May 2021 with considerations grounded on the COVID-19. The IVDR`s date of 

entry into force coincided with that of the MDR, but its transitional period is prolonged to 26 May 2022. 

 Certificates issued by notified bodies in accordance with Directives 90/385/EEC and 93/42/EEC prior to 25 

May 2017 remain valid until the end of the period indicated on the certificate, except for certificates that have been 

issued under the EC verification procedure (Annex 4 of Directive 90/385/EEC and Annex IV of Directive 93/42/EEC), 

which validity shall expire at the latest on 27 May 2022. Certificates issued by notified bodies in compliance with 

Directives 90/385/EEC and 93/42/EEC from 25 May 2017 remain valid until the end of the period indicated on the 

certificate, which shall not exceed five years from the date of issuance.2 

 Devices lawfully placed on the market in accordance with Directives 90/385/EEC and 93/42/EEC prior to 

26 May 2021 and devices placed on the market from 26 May 2021 pursuant to Article 120, paragraph 3 of the MDR 

may continue to be made available or put into service until 26 May 2025.3 

 Clinical investigations which have started in accordance with Article 10 of Directive 90/385/EEC and Article 

15 of Directive 93/42/EEC prior to 26 May 2021 may continue to be conducted. As of 26 May 2021, the reporting 

of serious adverse events and device deficiencies should be performed in accordance with the MDR.4 

                                                            
2 Article 120, paragraph 2 of the MDR. 
3 Article 120, paragraph 4 of the MDR. 
4 Article 120, paragraph 11. 
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 Until May 2025, devices certified under the Directives 90/385/EEC and 93/42/EEC and devices certified 

under the MDR and IVDR will coexist on the market, whereby no difference in their legal status shall be made under 

the legislation and no discrimination in public tenders may take place.5  

 The provisions in the two regulations concerning the person responsible for regulatory compliance, the 

ethical committees and informed consent are to a great extent identical. Hence, any reference in this paper to the 

MDR or the Regulation shall be regarded as reference to the IVDR as well. 

 

 

3. Person Responsible for Regulatory Compliance under Articles 15 of the MDR and the IVDR 

 

 Recital 34 of the MDR introduces the figure of the person responsible for regulatory compliance as a key 

factor for ensuring that supervision and control of the manufacture of devices and that the post-market surveillance 

and vigilance activities are properly performed within manufacturer`s organization. Logically, the strive for ensuring 

the conformity of the devices leads to imposition of a new requirement for manufacturers, authorized representatives 

and in some cases for other stakeholders (importers, distributors, other natural or legal persons6), concerning the 

appointment of a person responsible for regulatory compliance (herein after shortly referred to as PRRC or 

‘competent person’). Since the new legislative framework provides for a number of new obligations for the 

manufacturers of medical devices and accessories therefor and for stricter control on the process of their design, 

production, placement on the market, putting into service and performance, the two EU regulations introduce a 

similar legislative requirement for competent person within manufacturers` organizations to oversee compliance with 

the new regulatory requirements. Articles 15 of the Regulations outlines the role and responsibilities of the competent 

person, as well as the qualification criteria he should meet in order to be eligible for taking this position within a 

manufacturer`s organization. 

 

 

3.1. Obligation for Appointment of a PRRC 

 

 First of all, it should be made clear that the obligation for hiring a PRRC depends on the manufacturer’s 

structure and its type and size. Micro and small enterprises as per the definition of Commission Recommendation 

2003/361/EC are not obliged to have a PRRC within their organization. Instead, they should ensure that a PRRC is 

                                                            
5 Factsheet of the European Commission for Authorized Representatives, Importers and Distributors of Medical Devices and in 
vitro Diagnostic Medical Devices. 
6 See Articles 16 of the Regulations. 
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permanently and continuously at their disposal. According to Commission Recommendation 2003/361/EC any entity 

engaged in an economic activity, regardless of its legal form, shall be regarded as an enterprise. A small enterprise 

shall be considered an enterprise which employs fewer than 50 persons and whose annual turnover and/or annual 

balance sheet total does not exceed EUR 10 million. A micro enterprise is an enterprise which employs fewer than 

10 persons and whose annual turnover and/or annual balance sheet total does not exceed EUR 2 million. The strict 

interpretation of Article15, paragraph 2 of the MDR leads to the conclusion that medium-sized enterprises, e.g. 

enterprises which employs 50 up to 250 persons and which have an annual turnover over EUR 10 million but not 

exceeding EUR 50 million, have to employ a PRRC as part of their organization. 

 The Regulation requires that manufacturers ‘have available within their organization’ at least one PRRC. 

However, the Guidance on Article 15 of the Medical Device Regulation (MDR) and in vitro Diagnostic Device 

Regulation (IVDR) regarding a ‘person responsible for regulatory compliance’ (PRRC) (herein after referred to as 

‘the Guidance’) issued by the Medical Device Coordination Group (MDCG) clarifies that having available within 

their organization actually means that the PRRC should be an employee of the organization and that this obligation 

applies to the individual legal manufacturer. In case of organizations with more than one legal manufacturer, each 

legal manufacturer acting under the supervision of a parent company should appoint a separate PRRC. 

 The MDCG Guidance also stresses on the importance of the close linkage between the PRRC and the 

manufacturing activities, pointing out that if the manufacturer is located outside the EU, the PRRC should also be 

located outside the EU. For manufacturers located within the EU, the PRRC appointed by them should also be located 

in the EU. The Guidance does not further elaborate on the close linkage required between the manufacturing activities 

and the PRRC. It should be assumed that the close linkage means that the PRRC should have direct and constant 

supervision over the manufacturing activities in order to perform his duties with due care. This means that it is not 

enough that the manufacturer and the PRRC are both simply outside or inside the EU depending on where the seat 

of the manufacturer is established, but also the PRRC should be within the organization of the manufacturer 

(especially for enterprises which are not micro or small ones). Hence, it should not be enough for the manufacturer 

and the PRRC to be located in one and the same country, unless the PRRC is supplied with the necessary technical 

and organizational measures, enabling him to perform effective surveillance from distance through new technologies. 

If the latter is not possible, the Regulation should be interpreted strictly, meaning that the PRRC should attend the 

manufacturing premises in order to gain immediate and ingenuous impressions on the manufacturing processes 

related to his obligations laid down in Article 15 of the MDR. 

 

3.2. Qualification of the PRRC 

 

 Article 15 of the MDR not only sets out the obligation for manufacturers to appoint a PRRC within their 

organization, but also makes clear what formal requirements for education and professional experience the PRRC 
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should fulfill so that compliance with the Regulation be ensured. The Regulation sets forth two types of criteria, 

which are not cumulative: 

(a) Formal education in law, medicine, pharmacy, engineering or another scientific discipline, demonstrated by 

means of diploma, certificate or other evidence of formal qualification, provided on completion of a 

university degree or of a course of study recognized as equivalent by the relevant Member State and at least 

one year of professional experience in regulatory affairs or in quality management systems regarding medical 

devices or 

(b) Four years of professional experience in regulatory affairs or in quality management systems regarding 

medical devices. 

 As far as in vitro diagnostic devices are concerned, the IVDR makes it clear that the relevant professional 

experience of the PRRC should be related to regulatory affairs or quality management systems regarding in vitro 

diagnostic medical devices. 

 Apparently, the Regulation provides for the opportunity even for a person who has no formal education in a 

relevant field of science to take the position of a PRRC provided that the latter has gained at least four years of 

professional experience in regulatory affairs or in quality management systems relating to medical devices or in vitro 

diagnostic medical devices. The Regulation does not elaborate on the matter how the professional experience in the 

field of regulatory affairs or quality management systems concerning medical devices should be proved. The 

Guidance also does not enlist or give examples as to the manner in which the necessary professional experience 

should be illustrated, thus leaving this matter to the discretion of the local legislation of the respective Member State. 

 In Bulgaria there are no relevant statutes or ordinances adopted by an act of the Parliament, which develop the 

Regulation in that regard. Since the Regulation naturally does not limit or develop the possible manners and 

documents with which the PRRC might prove his professional experience in the field of regulatory compliance and 

quality management systems relating to medical devices, it should be assumed that any type of evidence documenting 

relevant experience as per the meaning of the Regulation should be taken into account and credited – such as labor 

contracts, certificates for completed courses, recommendations or declarations from previous employers or business 

partners (in case the PRRC was engaged by virtue of a civil contract), labor report card (which is a document issued 

under the Bulgarian labor law), etc.  

 The Guidance of the MDCG outlines the principle of non-discrimination as to the place where the required 

under Article 15 qualification has been gained, stating that ‘any qualification acquired outside the EU, including any 

university diplomas or certificates, should have been recognized by an EU Member State as equivalent to the EU 

corresponding qualification’. This principle of equal treatment of the formal education irrespective of the state or the 

educational institution it has been granted by does not expand to the professional experience. The Guidance of the 

MDCG distinguishes the two types of criteria and clarifies that the professional experience in regulatory affairs or in 

quality management systems relating to medical devices should be ‘related to the EU requirements in the field’. Thus, 

professional experience in regulatory affairs or in quality management systems concerning medical devices which is 
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not connected with the EU requirements on medical devices, but was gained and focused primary on the specific 

requirements related to medical devices produced and placed on the market in third country (for example the United 

States) should not be considered as fulfilling the criteria for requisite expertise set forth in Article 15 of the MDR.  

 The Regulation stipulates that as far as manufacturers of customs-made devices are concerned, the requisite 

expertise laid down in Article 15, paragraph 1, subparagraph a) can be demonstrated by having at least two years of 

professional experience within a relevant field of manufacturing. This requirement is without prejudice to national 

legislation regarding professional qualifications. Article 2 ‘Definitions’ of the MDR defines that a custom-made 

device is any device which is not mass-produced and is specifically produced in accordance with a written 

prescription, possesses specific design characteristics and is intended for the sole use of a particular patient. 

Responsibility for the device is assumed by the person authorized under the national law who gives the written 

prescription. The custom-made medical device is constructed to satisfy the specific needs and corresponds to the 

individual condition of the particular patient it has been made for. 

 Article 15 raises two questions with respect to the PRRC within the organization of manufacturers of custom-

made medical devices. First, are the requirements for formal education set forth in Article 15, paragraph 1, 

subparagraph a), applicable to manufacturers of custom-made devices? Second, what does ‘relevant field of 

manufacturing’ mean? Neither the MDR, nor the Guidance shed light on these matters. Thus, the answers might 

depend on the interpretation that each manufacturer of custom-made device will make, unless the necessary 

qualification is regulated at national level. 

 First of all, the Regulation refers only to ‘national provisions regarding professional qualifications’, i.e. the 

deviation from the requisites laid down in Article 15, paragraph 1, subparagraph a) concerns only the requirements 

related to professional experience. Consequently, the requirements for formal education in the relevant scientific 

fields set forth in Article 15, paragraph 1, subparagraph a) remain applicable towards PRRC working for 

manufacturers of custom-made medical devices. Having in regard that the custom-made devices are not mass-

produced, are intended to the particular needs of a concrete patient and the responsibility is not vested in the 

manufacturer, but in the person who provides the written prescription, the Regulation provides that two-year 

professional experience in relevant field of manufacturing shall suffice, if the requirement for one year of experience 

in regulatory affairs or quality management systems related to medical devices is not met. Whether or not the field 

of manufacturing will be approved as relevant has to be assessed case by case and should take into consideration the 

nature of the specific custom-made device.  

 Regardless of the type of contractual relation which vests the PRRC with the obligations set forth in Article 

15 of the MDR, the contract whether labor or civil, should indicate that the PRRC possesses the required 

qualifications and complies with the educational and/or professional expertise needed for this position. The various 

documents which serve as a proof that the candidate for a PRRC has acquired the requisite expertise as per the 

meaning of Article 15, paragraph 1 of the Regulation, is recommended to be enlisted in the contract and attached to 
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it as appendixes forming an inseparable part of the contract so that any third controlling party could easily verify that 

the obligation for the necessary qualification of the PRRC is met in the concrete case.  

The minimum set of obligations of the PRRC foreseen in Article 15 can be performed by several persons. 

The Regulations does not require that the obligations be vested in one person only. In the cases of multiple devices 

produced from one legal manufacturer, for which the PRRC should check and observe the regulatory compliance 

documentation, the quality management system, post-market surveillance and vigilance reporting, it is more 

appropriate that the manufacturer appoint several PRRC, each one of whom in charge for different medical device. 

Of course, if the single device is more complex the manufacturer may also decide to appoint more than one PRRC. 

In any case of more than one PRRC the manufacturer should clearly and in writing allocate their respective 

obligations. The requirements that need to be in place so that the distribution of the obligations under Article 15 

between a couple of PRRC be regarded in compliance with the Regulation are at least the following: first, all PRRC 

should possess the requisite expertise and qualification, and second, the complete set of obligations laid down in 

Article 15 should be covered, regardless of the internal allocation of the duties between the different persons 

responsible for regulatory compliance.  

While for micro and small enterprises the Regulation requires that the PRRC be permanently and 

continuously at their disposal, for all other enterprises the Regulation requires that the PRRC should be employed. 

The Guidance of the MDCG tries to shed some light on the meaning of ‘permanently and continuously at their 

disposal’. The Guidance only makes it clear that micro and small enterprises might subcontract the responsibilities 

of a PRRC to a third, external party but does not clarify when the criteria for permanent and continuous availability 

will be regarded as fulfilled. Again, the subcontracting of the obligations of the PRRC to an external vendor shall be 

considered in compliance with the Regulation if the contract shows that the qualification requirements are met and 

the manufacturer can document and respectively demonstrate that the external party actually performs all obligations 

of the PRRC laid down in Article 15. The Regulation introduces the new role of the PRRC in order to ensure constant 

control over the conformity of the devices with the regulations and guarantee that post-market surveillance activities 

and related reporting will be duly performed. Hence, the criteria for permanent and continuous availability of the 

external party performing the role and responsibilities of a PRRC should be construed in a strict way. Thus, the PRRC 

should be 24/7 available and at the disposal of the manufacturer. Respectively, the agreement by virtue of which the 

manufacturer subcontracts the duties of a PRRC to a third party outside its organization should contain provisions as 

to who and under what circumstances will substitute the external party in case of annual leave, prolonged absence, 

permanent impossibility to perform the contract (due to illness, death, discontinuation of the activities, legal obstacles, 

etc.). 

The agreement should ensure and provide for enough guarantees so that the manufacturer at no time will be 

left without a qualified person performing the duties of PRRC. Disruption in the performing of PRRC`s duties which 

might be caused by the absence of a PRRC will not only constitute a breach of the mandatory rules of the Regulation, 

but might reflect on the end consumer in terms of device`s safety. That is why, the provisions in the contract 

envisaging substitution are of key importance to ensure that the performance of the duties vested in the PRRC shall 
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continue regardless of any changes concerning the third party`s organizational structure. Provisions for substitution 

should also be included in the labor contract or in the internal procedural rules of the employer if the PRRC is to 

employed within the organization of the manufacturer. 

It should be noted that an adequate way of documenting or recording the performance of the PRRC`s duties 

is preferable to be agreed in the contract in case of micro and small enterprises engaging an external PRRC. This is 

due to the fact that in such way two major aims might be achieved. First, the manufacturer will be able to prove 

compliance with the Regulation in case of audit. Second, if the external party, performing the role of the PRRC, is 

replaced or substituted for any reason, it would be easier for the substitute to become acquainted with the specifics 

of the device and manufacturer`s organization and to successfully take over.  

When discussing the possibility of micro and small enterprises to subcontract the obligations of the PRRC to 

an external organization, the question should also be examined whether there are some limitations, stemming from 

the Regulation, for the external organization to render the services of PRRC for more than one manufacturer. The 

answer should depend on the structure of the external organization and the availability of qualified as per the meaning 

of Article 15 employees within it who can perform the role of a PRRC for diverse manufacturers of medical devices. 

In case the external party is a self-employed person, having the necessary expertise, the obligation for 24/7 

availability as a PRRC for different manufacturers is almost impossible to be fulfilled, taking also in regard the 

obligation to secure a substitute who can step in quickly and effectively in case the third party is unable to perform 

the duties of a PRRC. However, if the third party constitutes a large organization which is specialized in providing 

such type of services and has a considerable number of employees whose qualification (formal education and 

professional experience) corresponds to the requirements of the Regulation, it should be assumed that it can provide 

functions of an external PRRC for different manufacturers, in case the criteria for permanent and continuous 

availability and the possibility for proper replacement are fulfilled. In case the manufacturer is not located in the EU, 

the external organization to which the obligations of a PRRC have been subcontracted to, should also be located 

outside the EU. The same principle should apply in case the manufacturer is located inside the EU – the external 

organization should also be located in the EU. 

 

 

3.3. PRRC Appointed by Authorized Representative 

 

Before exploring the concrete obligations of the PRRC laid down in Article 15 of the Regulation, it should 

be noted that not only manufacturers but also authorized representatives shall have permanently and continuously at 

their disposal at least one PRRC. According to Article 2 point (32) of the Regulation an authorized representative is 

a ‘natural or legal person established within the Union who has received and accepted a written mandate from a 

manufacturer, located outside the Union, to act on the manufacturer’s behalf in relation to specified tasks with regard 
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to the latter’s obligations under the Regulation’. Recital 35 of the Regulation stresses on the pivotal role of the 

authorized representative for ensuring that devices produced by a manufacturer located outside the EU shall meet the 

requirements of the EU law concerning medical devices and be compliant with the relevant regulations. The 

authorized representative also serves the role of a contact person for such manufacturers, as he is always located in 

the EU, unlike the manufacturer. The authorized representative shall bear joint responsibility for defected devices 

together with the manufacturer, in case the latter failed to perform its general obligations under the Regulation. 

Recital 35 of the Regulation further clarifies that the authorized representative shall be held jointly and severally 

liable with the importer and the manufacturer.  

The manufacturer of a device, which is not established in the EU, is obliged to designate a sole authorized 

representative in order for the device to be placed on the Union market. Article 11 of the Regulation provides that 

the designation entails a written mandate given by the manufacturer and accepted by the authorized representative, 

which contains the tasks of the authorized representative and enlists the minimum tasks in relation to the device that 

the mandate should cover. Although the Regulation refers to a written mandate, in practice there always be a written 

contract between the manufacturer and the authorized representative, which will oblige the authorized representative 

to perform the tasks he was authorized with by virtue of the mandate and that provides for remuneration of the 

authorized representative. The mandate shall serve as the document targeted to third parties including official 

competent authorities, which will empower the authorized representative and detail his tasks, while the contract shall 

oblige him to perform these tasks and shall specify his remuneration. 

The Regulation does not elaborate on or requires that the authorized representative should be an employee 

of the manufacturer, located outside the Union. Actually, it provides that a legal person can also perform this function. 

Article 11 paragraph 4 outlines which obligations cannot be transferred to authorized representatives and shall remain 

vested in the manufacturers – these are for example connected to the quality management system, the design of the 

device, the drawing up of the technical documentation, the conduct of a performance evaluation, etc. These 

obligations are inherently vested with the manufacturers. The authorized representative is enabled to terminate the 

mandate at any time if the manufacturer is in violation of its obligations under the Regulation. Naturally, the 

manufacturer should also be entitled to withdraw the given mandate if the authorized representative does not comply 

with his obligations. This hypothesis is more or less of theoretical nature due to the fact that the Regulation introduces 

joint and several liabilities for the authorized representative in order to enhance enforcement and ensure that the 

authorized representative will abide by his mandate. 

Although rare, the theoretical possibility of discrepancies between the given mandate and the concluded 

contract can also be examined. In any case, the relevant document is the written mandate, which contains the consent 

of the authorized representative and it should govern the powers of the authorized representative regardless of the 

possible contract, which arranges the internal relations between the parties. For example, in case the given written 

mandate is broader than the contract entered between the manufacturer and the authorized representative, which is 

limited to the tasks laid down in the Regulation, the mandate should have priority since it is the document intended 

to manifest the tasks and powers of the authorized representative towards third parties including competent authorities. 
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The same understanding should be applied also in case the mandate contains only the tasks indicated in Article 11 

paragraph 3 of the Regulation.  

Article 15 provides for an obligation of the authorized representative to ensure permanent and continuous 

availability of a PRRC. This is done in order to guarantee that the functions of the PRRC, which warrant that the 

devices placed on the market are in compliance with the requirements of the Regulation and the activities concerning 

the post-market surveillance and reporting, are properly supervised and will be performed by a qualified person also 

in the cases when the manufacturer is located outside the EU and has appointed an authorized representative in the 

EU. The PRRC must also be located in the EU. He shall also have a close look on the manufacturing activities in 

order to perform its obligations. The authorized representative and the PRRC cannot be one and the same person, 

despite the fact that the authorized representative might possess the required qualification for taking the position of 

a PRRC. 

Article 15 does not make any difference with view to the requisite qualification of the PRRC that the 

authorized representative should engage. It contains the same requirements for formal education and professional 

experience that are applicable to the PRRC employed within the manufacturer’s organization. The authorized 

representative can subcontract the responsibilities of a PRRC to a third party, as long as (1) the requirements for 

qualification are met, (2) the authorized representative can demonstrate that the PRRC is adhering to his obligations 

under the Regulation and (3) the contract enumerates the relevant qualifications of the external party, which allow 

him to be engaged as a PRRC and manifest compliance with the Regulation7. All considerations mentioned above 

regarding the specifics of the cases when an external party renders the services of a PRRC for a manufacturer shall 

apply mutatis mutandis. The Guidance on Article 15 issued by the MDCG states that the PRRC of an authorized 

representative shall be responsible for ensuring that the tasks of the authorized representative as they are outlined in 

the given mandate, in compliance with Article 11, paragraph 3, are duly performed. 

Furthermore, the MDCG Guidance 2019-7 specifies that the MDR and the IVDR strive to establish an 

additional level of scrutiny so that the monitoring of the device`s conformity and the supervision that surveillance 

and post-market activities are properly performed even in the case when the manufacturer is located outside the 

Union and has appointed an authorized representative. That is why, the Guidance outlines that the PRRC acting for 

an authorized representative cannot be the same person who takes the position of a PRRC for the manufacturer 

located outside the EU. The MDCG`s understanding is that if the two roles were to be performed by one and the 

same person, this would seriously undermine the additional level of scrutiny that the Regulations strive to achieve. 

For the same reason, the PRRC of a micro and small enterprise and the PRRC of the authorized representative of the 

same micro or small enterprise cannot be part of the same external organization.8 

                                                            
7 See MDCG Guidance. 
8 Guidance on Article 15 of the Medical Device Regulation (MDR) and in vitro Diagnostic Device Regulation (IVDR) regarding 
a ‘person responsible for regulatory compliance’ (PRRC), endorsed by the Medical Device Coordination Group (MDCG) 
established pursuant to Article 103 of Regulation (EU) 2017/745. 
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Article 15, paragraph 5 of the Regulation explicitly provides that the PRRC should suffer no disadvantage 

within the manufacturer`s organization in relation to the proper fulfillment of his obligations, regardless of the nature 

of the contractual relation., i.e. whether or not employed. The Regulation outlines that the PRRC should not 

experience disadvantages with regard to his contractual relation with the manufacturer, i.e. PRRC engaged on the 

basis of a civil contract (in the cases of micro and small enterprises) shall be treated equally with respect to the 

performance of his duties as if he was an employee of the manufacturer. Although the Regulation puts a stress on the 

type of the contractual relation, the non-discrimination principle should also be interpreted in a sense that the PRRC 

should not be treated adversely in comparison to other employees of the manufacturer due to the nature of his duties. 

The PRRC should have access to all the relevant information and documentation of the manufacturer that might be 

useful and needed for the PRRC to comply with his duties, he should have the right to perform inspections and be 

assisted by the other employees in performing his obligations, i.e. the PRRC should face no hurdles by the other staff 

of the manufacturer while performing his duties, especially if the PRRC is an external consultant of the manufacturer. 

 

 

3.4. Obligations of the PRRC under Article 15 

 

The minimum set of obligations of the PRRC is outlined in Article 15, paragraph 3 of the Regulation. The 

PRRC should ensure before the release of the device that the conformity of the devices is appropriately checked, in 

accordance with the quality management system under which the devices were produced. All manufacturers should 

implement a quality management system in order to ensure that medical devices, which are mass-produced, continue 

to correspond to the requirements of the Regulation (Recital 32 of the Regulation). This is a general obligation of 

manufacturers which is set forth in Article 10, paragraph 9 of the Regulation. The quality management system should 

be proportionate and adequate to the risk class and the type of device. Article 10, paragraph 9 of the Regulation 

specifies what aspects the quality management system should cover. Generally, the quality management system can 

be defined as a structured system of rules and procedures related to the design, development, manufacturing, storage, 

risk management, complaint handling, distribution etc. The international quality management system standard that 

is commonly followed in Europe, Canada and Australia is ISO 13485.9 The PRRC`s task is to verify that the medical 

device has been manufactured in compliance with the quality management system implemented within the 

manufacturer`s organization.  

Furthermore, within the scope of PRRC‘s obligations fall the task to ensure that the technical documentation 

and the EU declaration of conformity are drawn up and kept up-to date. According to the strict interpretation of the 

Regulation the PRRC should ensure that the technical documentation and the declaration of conformity are drafted 

                                                            
9  See Medical Device QMS: What It Is, Where It’s Required, and Key Regulations to Know 
https://www.orielstat.com/blog/medical-device-qms-overview/  
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and regularly reviewed in order to be in compliance with any new requirements in the field. However, in practice the 

PRRC will often be directly involved in the preparation, drawing up and the regular audit of the technical 

documentation and the declaration of conformity, although formally these are obligations of the manufacturer and 

the PRRC should only verify that they are properly fulfilled. 

Technical documentation is a general term for the product documentation and a must for any medical device 

approval, since the availability of technical documentation is necessary for the performance of a conformity 

assessment procedure.10 The technical documentation, i.e. the information it contains, serves as evidence that the 

medical device is compliant with the Regulation requirements. It is important to note that the technical documentation 

also encompasses information from post-market experience with manufacturer`s device. 

The PRRC has to ensure that the technical documentation is maintained up-to-date. This is very important 

role in the light of Commission’s authority to adopt delegated acts, amending Annexes II and III, which enumerate 

the elements that the technical documentation should address. This authority of the Commission is established so that 

the technical documentation`s content can be in line with the technical progress. The Commission, after consultation 

with the MDCG, can also adopt common specifications through implementing acts in respect of the technical 

documentation set out in Annexes II and III to the Regulation (Article 9). The obligation for drawing up and keeping 

up to date the technical documentation is vested in the manufacturers and is outlined as a general obligation in Article 

10, paragraph 4 of the Regulation.  

While the Annexes (II and III) to the Regulation exhaustively indicate all elements that the technical 

documentation of the manufacturer should entail, they do not provide any sample form of document, i.e. the 

organization of the required information is left at the discretion of the manufacturer. The Regulation only clarifies 

that the technical documentation should be ‘presented in a clear, organized, readily searchable and unambiguous 

manner’. Although manufacturers and competent authorities and notified bodies stick to recognized standards when 

it comes to writing technical documentation, these groups of players on the market would certainly benefit if the 

Regulation introduced a uniform structure and model of the technical documentation.11 In terms of harmonization 

and attempts for standardization of medical devices applications it should be mentioned that the Global 

Harmonization Task Force, whose successor is the current International Medical Device Regulators Forum, created 

Summary Technical Documentation (STED) in order to facilitate harmonization and common standards of medical 

device regulatory submissions across international markets. Nowadays STED is recognized by regulators in the USA, 

Europe, Canada, Australia and Japan. 

It can be summarized that according to Annexes II and III of the Regulation, the main pillars which the 

technical documentation should touch upon are as follows: (1) device description and specification, including variants 

and accessories; (2) information to be supplied by the manufacturer (labels on the device and its packaging, 

                                                            
10 See Technical Documentation: Essential for a Medical Device https://www.regulatory-affairs.org/en/regulatory-affairs/news-
page/technical-documentation-essential-for-a-medical-device/  
11 Ibid. 
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instructions for use); (3) design and manufacturing information (including complete information and specification 

about the manufacturing processes and their validation, identification of all suppliers and sub-contractors involved 

in the manufacturing activities); (4) general safety and performance requirements in accordance with the intended 

purpose of the device; (5) benefit-risk analysis and risk management, including the adopted solutions and the results 

of the risk management; (6) product verification and validation (pre-clinical and clinical data and additional 

information in specific cases). The technical documentation on post-market surveillance (Annex III) shall include 

drawing up (1) a post-market surveillance plan in accordance with Article 84, whereby Annex III points out the 

necessary content of the post-market surveillance plan, and (2) post-market surveillance report (for devices falling 

within class I) and periodic safety update report for devices in classes IIa, IIb and III. Apparently, unlike the Medical 

Device Directive 93/42/EEC, the MDR sets forth very comprehensive and detailed list regarding requirements to the 

technical documentation of a device. 

The PRRC should also ensure that the EU declaration of conformity is drawn up and kept up-to-date. The 

obligation for the drawing up of the declaration is imposed on the manufacturers themselves as a general obligation 

after completion of the applicable conformity assessment procedure, which proved compliance with the Regulation’s 

requirements (Article 10, paragraph 6). By signing the declaration of conformity, the manufacturer, respectively the 

authorized representative, declares and acknowledges that the particular device is compliant with all the applicable 

requirements and assumes full responsibility in that regard. The obligation for continuous revision and update of the 

EU declaration of conformity is also vested in the manufacturer according to Article 19, paragraph 1 of the Regulation. 

The EU declaration of conformity should address as a minimum the information indicated in Annex IV. This 

minimum set of required information can be changed by means of delegated acts adopted by the Commission in case 

of significant technical progress, which should be taken into account. That is why the EU declaration of conformity 

should be kept in constant compliance with the valid and applicable requirements.  

The authorized representative should ‘verify’ that the EU declaration of conformity and the technical 

documentation have been drawn up, while the PRRC should ‘ensure’ that the conformity declaration and the technical 

file are drawn up and kept up-to-date. The close meaning of the respective paragraphs of the Regulation (Article 11, 

paragraph 3, point a) and Article 15, paragraph 3, point b)) is confusing and might result in misinterpretation of the 

respective tasks of the authorized representative and the PRRC. As outlined above, the authorized representative 

should appoint a PRRC. The task of the authorized representative with regard to the EU declaration of conformity 

and the technical file is to check whether they are available, while as mentioned before the PRRC shall make sure 

they correspond to the legislative requirements and will be actually involved in the preparation of the technical file 

and the conformity declaration and will regularly investigate whether they are up-to-date. 

Furthermore, the PRRC should ensure that the post-market surveillance obligations are complied with in 

accordance with Article 10, paragraph 10. The latter provides that manufacturers of devices shall implement and 

maintain up-to-date the post-market surveillance system in accordance with Article 83. The post-market surveillance 

system forms an important part of manufacturer`s quality management system. In accordance with the risk class and 

appropriate for the type of device, manufacturers should plan, implement and keep up-to-date a post-market 
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surveillance system, for each device (Article 83, paragraph 1). The post-market surveillance system shall be used to 

gather, document and analyze data relating to the performance, quality and safety of the device through its entire 

lifetime in order for adequate corrective and preventive measures be taken based on the provided data (Article 83, 

paragraph 2). In the cases of necessity for preventive or corrective action to be carried out, the manufacturer should 

notify the competent authorities and the notified bodies, when applicable, for the measures taken. Article 83, 

paragraph 3 of the Regulation specifies what purposes the information gathered by means of the post-market 

surveillance system should be utilized for. Based on the data gathered, the technical file should be updated 

accordingly. The Regulations introduces for the first time a definition of post-market surveillance in Article 2, 

paragraph 60. According to the legal definition, post-market surveillance includes all activities performed by 

manufacturers in cooperation with economic operators to establish and maintain up-to-date systematic procedure to 

proactively collect and review experience gained from their devices, which were placed on the market, made available 

on the market or put into service for the purposes of identifying any nееd for immediate corrective or preventive 

measures to be applied.  

The post-market surveillance system should be based on a post-market surveillance plan, which should 

contain the elements indicated in Section 1.1. of Annex III (Article 84). The post-market surveillance plan is an 

integral part of the technical documentation, except for customs-made devices. Apparently, the Regulation shits the 

concept and puts on the manufacturers an obligation for proactive actions on gathering and analyzing information on 

their device`s performance after placing it on the market, in order for any adverse events that involve the device be 

minimized and greater safety be ensured. The gathered data should be stored intact so that any report, summarizing 

the conclusions from the post-market surveillance of the device (especially for class I devices), be presented to the 

competent authorities if needed. Unlike the manufacturers of class I devices which are obliged to prepare a post-

market surveillance report under Article 85, containing the results and conclusions of the analyses of the data gathered 

as a result from the application of the post-market surveillance plan, the manufacturers of class IIa, class IIb and class 

III devices shall prepare a periodic safety report for each device. Article 86 of the Regulation stipulates what the 

periodic safety report plan should address and how often it should be updated. However, the Regulation does not 

elaborate on the content and the period within which the post-market surveillance plan for devices falling within class 

I should be updated. The post-market surveillance obligations of the manufacturers are of pivotal role for ensuring 

that the devices entering the European market will be safe and their performance and quality will be constantly 

reviewed and analyzed so that any adverse events be reduced to minimum.  

The PRRC should also ensure that the reporting obligations referred to in Article 87 to Article 91 are fulfilled. 

Article 87 of the MDR, respectively Article 82 of the IVDR, refers to the obligation of manufacturers for vigilance 

reporting. Manufacturers of devices made available on the Union market, except for investigational devices, are 

obliged to report to the relevant competent authorities, through the electronic system set up in accordance with Article 

92, as follows: (1) any serious incident involving devices made available on the Union market, save for expected 

side-effects that have been described in the product documentation and are subject to trend reporting pursuant to 

Article 88 and (2) any field safety corrective action in respect of devices made available on the Union market, 
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including any field safety corrective action undertaken in a third country in respect of a device made available on the 

Union market, provided that the reason for the field safety correction action is not limited to the device made available 

in the third country. As mentioned above, the vigilance reporting shall be effectuated through an electronic vigilance 

system, representing a central portal at Union level for reporting serious incidents and field safety corrective actions 

for the purposes of ensuring better protection to public health and safety. According to Article 2, point 65 a serious 

incident will be present if it led or might lead (directly or indirectly) to death of a patient, user or other person; or to 

temporary or permanent serious deterioration of a patient`s, user`s or other person`s health state; or to a serious public 

health threat. Serious public health threat is an event that could result in imminent risk of death, serious deterioration 

of a person`s health state, or serious illness that may cause significant human morbidity or mortality or that is unusual 

or unexpected for the particular place and time (Article 2, point 66). Field safety corrective action shall mean 

corrective action carried out by a manufacturer for technical or medical reasons in order to prevent or reduce the risk 

of a serious incident related to a device made available on the market (Article 2, point 68).  

On 7 October 2019 the European Commission published Additional Guidance Regarding the Vigilance 

System as outlined in MEDDEV 2.12-1 rev.8 (hereinafter the Additional Guidance), which contains the mandatory 

as of January 2020 updated manufacturer`s incident report form. The latter is equally applicable for all incidents, 

including serious ones, under the AIMDD, MDD and IVD Directives as well as for the EU MDR and IVDR 

Regulations.12 The Additional Guidance continues to be referred to as the primary guidance on vigilance reporting, 

even after the adoption of the MDR and the IVDR.13 The Regulations introduced a shorter period for reporting of 

serious incidents that did not result in death or serious health deterioration from 30 days (as it is in the Guidance) to 

15 days. The period within which reporting should be effectuated depends on the severity of the incident. Actually, 

the new EU MDR does not introduce really new requirements in terms of vigilance. They are applicable to 

manufacturers pursuant to the Additional Guidance (MEDDEV 2.12-1), which is the standard in the field due to the 

fact that the Directives contain very limited vigilance requirements, which have been long time considered to be 

insufficient.14 The new Regulations bring the European legislation in line with the established practices enforced by 

the Additional Guidance (MEDDEV 2.12-1).15  

According to the Additional Guidance a field safety corrective actions, taken by the manufacturer to minimize 

the risk of death or serious deterioration in the health status due to the utilization of a device already placed on the 

market, may include for example: modification, destruction, return of the medical device to the supplier, examination 

of the device by its user, advice for the usage of the medical device, etc. Such actions, regardless of their association 

with direct or indirect harm, should be reported through a filed safety notice.16  

                                                            
12  See EU MDR Vigilance Reporting Requirements and MEDDEV 2.12-1 Rev 8: What Has Changed? 
https://www.orielstat.com/blog/eu-mdr-ivdr-vigilance-reporting-requirements/  
13 Ibid. 
14 See Vigilance compared to the MDD https://eumdr.com/vigilance-compared/  
15 Ibid. 
16  See Additional Guidance Regarding the Vigilance System as outlined in MEDDEV 2.12-1 rev. 8 
https://ec.europa.eu/docsroom/documents/36292  
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Article 87 of the MDR raises the question whether if an event with a device occurs outside the Union the 

event should be reported due to the fact that the device is placed/made available on the European market. Article 87, 

paragraph 1b) states that reporting is due only if the field safety action carried out in the third country with respect to 

the device, which is made available on the European market too, is not grounded solely on the device made available 

in the third country or in other words the field safety action undertaken in the third country should affect the device 

in Europe. Subsequently, the following conclusion can be drawn up: serious events that occurred in a third country 

with respect to a device that has been legally made available in the European Union should be reported under Article 

87 only if the field safety action taken in the third country has effect on and concerns the devices in Europe17. Any 

serious incident involving devices made available on the Union market shall be reported if the incident occurred in a 

Member State (Article 87, paragraph 1 a) in connection to Article 92, paragraph 5 of the MDR).  

Therefore, the PRRC should ensure the vigilance and the post-market surveillance obligations are duly 

performed by the manufacturer, whereby the vigilance concerns reporting incidents in connection to the use of 

devices and taking corrective actions to eliminate or reduce the adverse effects, while the surveillance consists of 

collecting and analyzing information from different sources in order to support that the benefits outweigh the risks.18 

The two obligations are also inherently connected to each other. The PRRC should also ensure that as far as 

investigational devices are concerned, the statement referred to in Section 4.1 of Chapter II of Annex XV is duly 

issued. This statement is part of the documentation regarding the application for clinical investigation and represents 

a written statement of the manufacturer of an investigational device, affirming that the particular device complies 

with the general safety and performance requirements, apart from the aspects covered from the clinical investigation 

and that with regard to those aspects all precautions for the protection of health and safety have been taken. An 

investigational device is a device that is being assessed in a clinical investigation (Article 2, point 46 of the MDR). 

Thus by making this statement the manufacturer of an investigational device declares and assumes responsibility that 

the device is complaint (with the General Safety and Performance Requirements laid down in Annex I of the EU 

MDR) and that all measures necessary to ensure the protection of health and safety in respect to the aspects of the 

device that are included in the investigation are implemented. 

Based on the analysis of the minimum tasks the PRRC will be charged with in compliance with Article 15, 

it seems that the ideal candidate will have multi-disciplinary preparation and will be skillful at inter-functional 

communication.19 In addition, the PRRC will often gather and exchange information from various departments within 

the company and will play strategic role for consulting the Management of the company on the business strategy and 

the key decisions related to the manufactured devices.20 

The fact that the PRRC is made responsible for ensuring that the listed herein above obligations does not 

actually mean that the PRRC performs these duties by himself. Generally, the PRRC shall exercise control over the 

                                                            
17 See Vigilance compared to the MDD https://eumdr.com/vigilance-compared/  
18 Ibid. 
19  See Person Responsible for regulatory compliance: the Regulatory Affairs expert training https://www.thema-
med.com/en/person-responsible-for-regulatory-compliance-the-regulatory-affairs-expert-training/  
20 Ibid. 
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performance of these duties by other employees of the manufacturer. The monitoring on the fulfillment of the 

obligations set out in Article 15 does not also mean that in some cases the PRRC would not be directly involved in 

the performance of the concrete task (for example in the preparation of the technical documentation). The obligations 

laid down in Article 15, paragraph 3 of the MDR are of key importance for ensuring that the device, which will 

finally be accessible for end users or patients, is compliant and safe. That is why, the European legislators introduced 

a new special position within the manufacturer`s organization that is to be hold by qualified person in order to wield 

control and guarantee the proper fulfillment of these obligations.  

 

 

3.5. Responsibility of the PRRC 

 

The obligations provided for in Article 15 of the MDR are performed under the responsibility of the PRRC, 

but the Regulation does not contain any clear provisions on the personal liability, leaving this matter to the national 

legislation. The question is not discussed in the MDCG 2019-7 either. The main issue which might arise in case of 

infringement of Article 15, paragraph 3 is the matter to what extent and under what circumstances (gross negligence, 

severe fault, and fraud) a PRRC can be held liable and punished for not exercising his duties, if the infringement 

resulted in enforcement against the manufacturer or against the PRRC himself.21 

The national legislation does not explicitly set up the figure of the PRRC. This is mainly due to the fact that 

it is introduced and outlined in a Regulation, which is directly applicable in all Member States and does not need any 

transposition on national level. Some aspects of the MDR are explicitly left for regulation by the Member States, 

such as the status and procedural rules regarding the ethical committees. The matter concerning the personal liability 

of the PRRC for not complying with his duties should be examined in accordance with the national law. Before 

analyzing the national provisions, it should be noted that Article 113 of the MDR provides that the Member States 

shall lay down rules applicable for infringement of the MDR`s provisions and shall ensure that these rules are 

implemented. Underlying principles of the sanctions for violation of the mandatory provisions of the Regulation that 

should be adopted by national parliaments following notification to the Commission, are effectiveness, 

proportionality22 and determent effect. Although the Member States had to notify the Commission of the rules 

regarding the penalties and of the measures taken to guarantee their implementation by 25 February 2020, no 

information is available as to whether Bulgaria has already fulfilled this obligation. 

                                                            
21 See The Role of a PRRC under the MDR https://decomplix.com/role-prrc-mdr/  
22 For the principle of proportionality see Kosta, V. The Principle of Proportionality in EU Law: An Interest-Based Taxonomy 
(April 9, 2019). Forthcoming, Mendes, J. EU Executive Discretion and the Limits of Law, (Oxford University Press), 2019 , 
Available at SSRN: https://ssrn.com/abstract=3368867 and Ellis, E. (ed.) The Principle of Proportionality in the Laws of Europe, 
Hart, 1999, p. 1-224. 
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From the perspective of the Bulgarian law the liability shall be discussed taking into consideration the type 

of the contractual relation – whether the PRRC is an employee of the manufacturer or is engaged by virtue of a civil 

contract for rendering services. In case the PRRC has concluded a labor contract the failure to perform all or some 

of the obligations under Article 15, which will be fixed as obligations in the labor contract or in the work description, 

constitutes a violation of the labor discipline as per the meaning of Articles 186 and 187 of the Bulgarian Labor Code. 

According to Article 187 of the Bulgarian Labor Code as violations of the labor discipline shall be regarded, inter 

alia, non-performance of assigned work, non-compliance with technical and technological rules and procedures, 

failure to perform legitimate instructions of the employer, non-performance of other labor obligations, provided for 

in statues or other legal acts, in the employer’s interior labor regulation, in the collective labor agreement or defined 

in the concluded labor contract. The grounds for initiation of disciplinary proceedings against the PRRC are generally 

and broadly formulated in the Labor Code so that they can cover wide range of practical situations. The Bulgarian 

Labor Code defines three types of labor sanctions which can be imposed on the employee for faulty violation of his 

labor duties – reprimand, dismissal notice and dismissal. For one and the same violation of the labor discipline can 

be imposed only one sanction by the employer. The employer’s assessment on whether and which sanction to impose 

shall be made taking into consideration the severity of the violation, the circumstances under which it was committed 

and the behavior of the employee.  

According to the Bulgarian labor law, the material liability of the employee is limited if the damage has been 

caused by his negligence during or in relation to the performance of his labor duties. If the damage has been caused 

by willful misconduct or as a result of a crime or not during or in connection to the performance of the labor duties, 

the liability shall be governed by the applicable provisions of the Bulgarian civil law. The material liability of the 

employee can be imposed regardless of the disciplinary, administrative or criminal liability for the same violation. 

The employee shall not be held materially liable for the damage which is result from normal business risk. The 

employee’s liability is limited to the suffered loss, i.e. the employee shall not recover any loss of profit.  

In case the PRRC has been engaged on the basis of a civil contract for rendering of certain services, the 

contract might elaborate which cases will be regarded by the parties as failure to perform the services on part of the 

PRRC and respectively, might be agreed upon provisions for contractual damages. The parties’ consent to limit the 

liability of the PRRC for willful misconduct and gross negligence shall be regarded as null and void. Generally, the 

PRRC can be held liable for all foreseeable and direct damages incurred, including for loss of profit. Apparently, 

from the point of view of the Bulgarian law in terms of liability the position of the PRRC employed under a labor 

contract will be more favorable than the PRRC engaged by virtue of a civil contract, in the cases when the PRRC is 

an external to the organization of the manufacturer expert. 

It should be noted that if the PRRC fails to comply with his duties and as a result the device turns out to be 

defective, the manufacturer will be held liable for defective goods in accordance with the national provisions which 
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implement Council Directive 85/374/EEC of 25 July 1985 concerning liability for defective products23 . This 

Directive introduces objective liability for producers, i.e. liability without fault in cases of damages caused to a 

consumer by a product. Article 10, paragraph 16 of the MDR reiterates this general conception by providing that 

natural or legal persons may claim compensation for damage caused by a defective device in accordance with the 

applicable EU law and national law. The applicable Bulgarian statute would be the Consumers Protection Act, which 

implements the provisions of Council Directive 85/374/EEC of 25 July 1985 into the national legislation. According 

to paragraph 13 of the Additional provisions of the Bulgarian Consumers Protection Act a consumer is a physical 

person who buys products or use services which are not aimed for utilization in the commercial or professional 

activities of the person, as well as every physical person who in the capacity of a party to a contract under the said 

statute acts apart from his commercial or professional activities. The Bulgarian Consumers Protection Act that 

stipulates non-fault liability for manufacturers provides that only physical person can seek compensation under this 

act. Therefore, legal persons which claim damages as a result of defective device shall seek remedy by virtue of the 

general tort, set forth in Article 45 and the following from the Bulgarian Obligations and Contracts Act. Thus, legal 

persons are placed in more unfavorable position than the natural persons because the general tort requires that the 

person claiming damages prove that the manufacturer has faultily committed the tortious act, i.e. legal persons cannot 

take advantage of the so-called objective liability provided for in the Consumers Protection Act.  

It is interesting whether the legal persons can claim compensation for material damages only or they are 

entitled to claim compensation for immaterial (moral) damages as well, although they act and exert will through their 

organs (such as general director, executive director, etc.) and do not feel emotions or corporal distress like human 

beings. The Bulgarian judicial practice shifted its opinion in the last decade. Starting from the firm position that legal 

entities cannot claim compensation for moral damages, it now recognizes this right and acknowledges that the legal 

persons can also suffer moral damages and be compensated for them by the party who committed the tortious act. 

This change in the position was significantly influenced by the case-law of the European Court of Human Rights, 

including decisions of this Court convicting Bulgaria to repay compensations for moral damages occurred by legal 

entities, as well as by the direct applicability of the European Convention for Human Rights in the Bulgarian 

legislation.  

Furthermore, Article 10, paragraph 16 of the MDR stipulates that manufacturers shall implement measures 

in order to ensure sufficient financial coverage in respect of their potential liability according to Directive 

85/374/EEC proportionate to the risk class, type of device and the size of the enterprise. This provision is without 

prejudice to national measures, which are more protective. This provision of the Regulation is very vaguely and 

broadly formulated and allows diverse interpretation. Moreover, it raises various questions the most important of 

which are the following ones: are manufacturers obliged to change the sum insured or the insurance cover, what 

criteria will be applicable when deciding whether the current financial coverage is proportionate to the risk class of 

                                                            
23 See Council Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and administrative provisions 
of the Member States concerning liability for defective products available at: https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A31985L0374  
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the device and the latter`s type, how the size of the manufacturer`s organization is connected to the potential damage 

that the device might cause to consumers, how manufacturers will be sure that the financial coverage they ensured is 

proportionate and compliant with the Regulation.   

  It has already been mentioned that the Bulgarian Medical Devices Act does not provide for the figure of the 

PRRC and does not refer to the MDR and the IVDR at all. According to the national provisions, the manufacturer 

should ensure the compliance of the devices he makes available with the applicable rules and procedures and the 

manufacturer makes the assessment about the compatibility of the device with the statutory requirements, apart from 

the assessment that is made by the notified body. Nevertheless, the Bulgarian manufacturers should have allocated 

the necessary financial and human resources to meet the requirements of the MDR and the IVDR with respect to the 

PRRC as of their date of entry into force, since the provisions of the Regulations are mandatory and directly 

applicable in all Member States. The end of the transition period should find manufacturers prepared for complying 

with the requirements of the new legislative framework. In that regard, it is recommendable that the competent 

Bulgarian authorities, including the Drugs Agency, launch and intensify informative campaign among interested 

parties to clarify any regulatory aspects that might cause possible discrepancies or misunderstanding.  

 

 

4. Conclusion 

 

The efforts of the EU to implement an uniform legislative framework of medical devices that puts in the first 

place the fundamental human rights, including health rights24, human dignity25 and decision-making autonomy and 

strives to introduce rules that guarantee the safety and quality of devices, are evident with the adoption of Regulations 

(EU) 2017/745 and 2017/746. The person responsible for regulatory compliance provided for in Articles 15 of the 

Regulations, the ethical committees involved in the review and assessment of the clinical investigations from ethical 

and scientific point of view and the provisions regarding the procedure for obtaining an informed consent before 

enrollment in a clinical study are cornerstones guaranteeing the protection of patients’ rights in the context of the 

production of medical devices. The new European legislation imposed additional strain on the market players 

involved into the design, manufacturing, import, distribution, making available and putting into service devices and 

accessories therefor. Some of the obligations are well known and applied by manufacturers before the entry into force 

of the Regulations, as they have been laid down in the relevant international standards manufacturers follow in 

general. Thus, the Regulations unified the practices and the legislation framework. However, the Regulations also 

provide for some novelties in the field and many provisions needs further clarification and application guidance so 

                                                            
24 For the health rights as human rights see Goodman, T. Is There A Right to Health?, Journal of Medicine and Philosophy, 1 
(2005) 30:6, 643-662, DOI: 10.1080/03605310500421413 and Mason Meier, B., D. P. Evans, M. Kavanagh, J. M. Keralis, and 
G. Armas-Cardona Human Rights in Public Health. Deepening Engagement at a Critical Time, in Health Hum Rights. 2018 Dec; 
20(2): 85–91. 
25 See Becchi, P. H. Mathis (eds.) Handbook of Human Dignity in Europe. Vienna: Springer, 2019. 
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that the manufacturers and other market players can be sure that they are fully compliant with the new requirements. 

In that regard, the role of the national competent authorities to shed light on the new legislative requirements and 

answer the possible questions that the persons involved in the manufacturing and the making available of device is 

pivotal and should not be underestimated.  

The Regulations pursue a couple of important aims – the first one is to ensure the protection of public health by 

the delivery and distribution of harmless and hight quality products, which safety is constantly monitored and 

controlled through the quality management system that the manufacturers should establish and maintain, the 

surveillance and post-market surveillance activities as well as the reporting obligations related to them. Second, the 

Union legislative approach in the field of medical devices, including those for in vitro diagnostics, aims at keeping 

pace with and encouraging the technological developments and medical innovations so that the European medical 

devices market can be competitive, can boost medical research and gather scientifically valid, robust and reliable 

data, and offer novel solutions – more effective, reliable, cost and time-saving in order to improve the diagnosis, 

prevention, monitoring, treatment and alleviation of diseases, disabilities or of other health conditions and thus 

enhance the quality of life for the European citizens. Third, the new legislation also aspires to facilitate and achieve 

smooth internal market of devices at affordable prices for end users and patients, which will improve the quality of 

the health care systems across the Union. Although the aims are equally important and simultaneously pursued, the 

Regulations give priority to the rights, safety, dignity and well-being of the patients and subjects so that they prevail 

over all other interests.  

The new Regulations create a robust, transparent and sustainable regulatory framework which emphasizes on a 

life-cycle approach to safety, backed by clinical data.26 The MDR and the IVDR increase the transparency by setting 

up an obligation for publication of the information on the devices, the names and contacts of the person responsible 

for regulatory compliance, as well as data concerning the clinical and performance studies related to the conformity 

of the devices. For that purpose a European Database for Medical Devices (EUDAMED) shall be set up and shall 

have pivotal role in the transparency principle by making data available and increasing the quantity and quality of 

the entered data27. 

                                                            
26 See Factsheet of the European Commission for Authorized Representatives, Importers and Distributors of Medical Devices 
and in vitro Diagnostic Medical Devices. 
27 Ibid. 


