DRAFT


Guidance on appropriate surveillance regarding the transitional provisions under Article 120 of the MDR with regard to devices covered by certificates according to the MDD or the AIMDD 
1 Introduction
Article 120(2) and 120(3) of the Medical Device Regulation (EU) 2017/745 (MDR) state that devices which have a valid certificate issued by a notified body under the Active Implantable Medical Devices Directive 90/385/EEC (AIMDD) or the Medical Devices Directive 93/42/EEC (MDD) may be placed on the market or put into service after the date of application of the MDR under certain conditions and no later than 26 May 2024. 
Conditions referred to above require that the notified body that issued the certificate under the MDD or the AIMDD continues carrying out appropriate surveillance in respect of all of the applicable requirements relating to the devices it has certified. Therefore, it is important for manufacturers, notified bodies and national authorities to get clarity on activities to be part of the appropriate surveillance referred to in Article 120(3) of the MDR.
To appropriately address application of transitional provisions to devices covered by certificates according to MDD or the AIMDD, this guidance should be read in conjunction with guidance MDCG 2020-3 on significant changes[footnoteRef:1]. [1:  MDCG 2020-3 “Guidance on significant changes regarding the transitional provision under Article 120 of the MDR with regard to devices covered by certificates according to MDD or AIMDD” https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_guidance_significant_changes_annexes_en.pdf.] 

Article 110(3) of Regulation (EU) 2017/746 (IVDR) is outside the scope of this guidance document. However, principles outlined in the text and that are common between EU legislations for medical devices and in-vitro diagnostic medical devices may be applied also for activities to be performed by notified bodies according to Article 110(3) of the IVDR.
For the purpose of this document, ‘legacy devices’ should be understood as devices, which, in accordance with Article 120(3) of the MDR, are placed on the market after the MDR’s date of application (26 May 2021) and until 26 May 2024 if certain conditions are fulfilled[footnoteRef:2]. In this guidance only devices covered by a valid EC certificate issued in accordance with the  MDD or the AIMDD prior to 26 May 2021 are addressed.  [2:  See also MDCG 2021-25 “Application of MDR requirements to ‘legacy devices’ and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC” https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2021_25_en.pdf.] 

2 Scope
[bookmark: _GoBack]This guidance document outlines the activities to be performed by notified bodies[footnoteRef:3] as part of the appropriate surveillance in respect of devices certified by them under the MDD or the AIMDD and that may continue to be placed on the market or put into service according to Article 120 (3) MDR. In order to clarify elements expected to be verified by notified bodies, this guidance document also covers requirements concerning certain manufacturers’ obligations, especially in respect to their quality management system. [3:  According to Article 120(1) MDR, from 26 May 2021 any publication of a notification in respect of a notified body in accordance with Directives 90/385/EEC and 93/42/EEC becomes void. Irrespective of this, the term “notified body” will be used throughout this document for those “previous” notified bodies.] 

The document applies to notified bodies having lawfully issued certificates under the MDD or the AIMDD regardless as to whether this notified body has either applied for designation or been already designated under the MDR (see MDCG 2019-10 rev.1[footnoteRef:4]) as long as the respective authority responsible for notified bodies has the right to and does monitor notified body’s activities under Article 120(3) MDR. [4:  MDCG 2019-10 rev.1 “Application of transitional provisions concerning validity of certificates issued in accordance to the directives” https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_application-transitional-provisions-certificates_en.pdf.] 

3 Requirements in respect to the manufacturer’s quality management system and related obligations
Article 120(3) MDR defines that manufacturers may place on the market or put into service devices until 26 May 2024 when they are covered by valid certificates under the MDD/AIMDD, provided that they continue to comply with either of those Directives and that there are no significant changes in the design and intended purpose. Therefore, in principle, the quality management system approved under the Directives needs to be maintained. However, in accordance with the first subparagraph of Article 120(3) MDR, all relevant requirements set out in Chapter VII MDR on post-market surveillance, market surveillance, vigilance and registration of economic operators apply to ‘legacy devices’ in place of the corresponding requirements in the Directives. In addition to the approved quality management system, MDR requirements will now be subject to the notified body’s surveillance activities as described in section 4. 
Until the European database on medical devices (EUDAMED) is fully functional, manufacturers or their authorised representatives are expected to apply the respective national provisions and to take into account MDCG 2021-1 Rev. 1[footnoteRef:5]  as well as MDCG 2019-5[footnoteRef:6].  [5:  MDCG 2021-1 Rev. 1 “Guidance on harmonised administrative practices and alternative technical solutions until EUDAMED is fully functional” https://ec.europa.eu/health/sites/health/files/md_sector/docs/2021-1_guidance-administrative-practices_en.pdf.]  [6:  MDCG 2019-5 “Registration of legacy devices in EUDAMED” https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2019_5_legacy_devices_registration_eudamed_en.pdf.] 

‘Legacy devices’ are also subject to the requirements laid down in Article 85 or Article 86 MDR, based on their classification in accordance with the MDD. During the transition period, a possible change of their risk class under the MDR should not be taken into account. For the purpose of applying the relevant MDR requirements active implantable devices subject to the AIMDD should be considered as class III devices.
Periodic safety update reports (PSURs) need to be drawn up by manufacturers in accordance with Article 86 MDR one year after the date of application of the MDR, i.e. following 26 May 2021. PSURs need to be made available to competent authorities on request (outside EUDAMED).
MDR requirements that are not related to post-market surveillance, market surveillance, vigilance, registration of economic operators and devices should in principle not apply to economic operators in respect to ‘legacy devices’. Examples for provisions not applicable in respect to ‘legacy devices’ are Article 15[footnoteRef:7], Article 16(3) and (4), Article 18, Article 25, Article 27, Article 32[footnoteRef:8]. This is without prejudice to the possibility for economic operators to follow any other MDR requirements also for ‘legacy devices’, especially if they deal with both ‘legacy devices’ and MDR devices and want to apply the same procedures for all devices. [7:  For registration of ‘legacy devices’ in EUDAMED, manufacturers as well as authorised representatives can indicate that information related to the person responsible for regulatory compliance is not applicable (e.g. “N.A.”) providing a justification in the registration request for the relevant Competent Authority. Given that Article 15 does not apply to ‘legacy devices’, this would be applicable also in case of Member States having introduced the EUDAMED Actor module as compulsory for actor registration.]  [8:  See MDCG 2021-25 “Regulation (EU) 2017/745 - application of MDR requirements to ‘legacy devices’ and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC” https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2021_25_en.pdf.
] 

A comparison of the quality management system requirements in the MDD and the MDR is provided in the Annex of this document. The comparison table could be used to show which MDD or AIMDD requirements are covered by the MDR. 
4 Surveillance according to Article 120(3) MDR 
4.1 General
According to Article 120(3) MDR, the notified body’s activities in principle should be a continuation of the previous surveillance activities under the Directives, as notified bodies designated under the MDD or the AIMDD are not designated to conduct assessments under the Article 52 of MDR.  In the framework of their surveillance activities, notified bodies need to take into account the new requirements resulting from the transitional provisions (see section 3). This includes also the clarification provided by e.g. the CAMD transition sub-group[footnoteRef:9] and respective MDCG guidance[footnoteRef:10].  [9:  See https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_camd_mdr_en.pdf ]  [10:  See https://ec.europa.eu/health/md_sector/new_regulations/guidance_en, especially  https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_guidance_significant_changes_annexes_en.pdf ] 

Following the information by the manufacturer, the notified body needs to identify which of the existing MDD or AIMDD certificates will continue to be used and if their scopes remain unchanged. 
In addition, the notified body needs to ensure that their rights and duties as notified body will continue to apply under their new status (see section 4.2). 
4.2 Contractual relation
As mentioned in the “CAMD MDR/IVDR Transition Subgroup: FAQ – MDR Transitional provisions Q. 17” notified bodies need to ensure that the previous rights and duties under the Directives remain applicable also after the MDR date of application. This needs to be done on a contractual basis. In particular, existing contracts between the notified body and the manufacturer should cover surveillance activities to be performed by the notified body during the transition period, as well as the right to suspend, restrict or withdraw certificates.
4.3 Quality Management System documentation review 
For manufacturers making use of Article 120(3) MDR the notified body needs to verify the following.
· If the scope of devices covered by the MDD or the AIMDD certificates remains or if and which devices are “terminated”. It may be appropriate to take into account transition plans from manufacturers in respect to their plans for making devices fully MDR compliant. 
· If the manufacturer has adjusted its quality management system according to the requirements of Article 120(3) MDR concerning significant changes, taking into account the content of MDCG 2020-3 (“change regime”).
· If the manufacturer has made the necessary adjustments in respect to the quality management system on post-market surveillance, market surveillance, vigilance, registration of economic operators and of devices. This can be done by verifying that the manufacturer has changed the procedures for post-market surveillance etc. (see section 3) in line with the MDR or has changed its quality management system completely to adapt to MDR requirements, including the ones in the Directives. 
In respect to the new post-market surveillance (PMS) requirements, this includes that
•	all appropriate processes relating to post-market surveillance including risk management and clinical data feed into the post-market surveillance plan, 
•	if applicable, the output of all post-market surveillance activities shall be included and reflected in a PSUR, and that the PSUR update cycle is appropriate and according to its current risk class as defined in Article 86 MDR.
4.4 Audit activities
Based on the outcome of the documentation review (section 4.3) the notified body needs to adjust the audit programme identifying the individual audits (scope(s), objectives, sequence) and the respective audit activities, including, if appropriate, unannounced audits. This includes especially the technical documentation assessments on a sampling basis, to be performed until the end of the transition period or, in case the certificate(s) expires before 26 May 2024, until the end of validity of the certificate(s) issued in accordance with the MDD or AIMDD. 
Considering the overall intention of Article 120(3) MDR that not all MDR provisions will already apply to ‘legacy devices’, the activities to be performed by notified bodies should be a continuation of the previous surveillance activities with a focus on the new provisions. 
Concerning PSURs and other new elements required, manufacturers should make available PSURs (outside EUDAMED), PMS plans and PMS reports to their notified bodies in the framework of surveillance audits in order to allow the notified body to verify that the quality management system has been appropriately adapted and remains compliant for the certificate(s) issued under the MDD or the AIMDD. 
Based on the audit programme individual audit plans have to be drafted (for individual scenarios see section 5.1) and the audits performed accordingly. In respect to PSURs, notified bodies should verify PSUR procedures and availability and updates of individual PSURs in the context of its auditing activities.
In case of MDD devices falling under classes IIa and IIb, notified bodies are requested to continue the technical documentation assessments on a sampling basis according to the existing sampling plan (see NBOG BPG 2009-4[footnoteRef:11]). Generally, this activity needs to be continued as planned but the plan may be adjusted depending on the outcome of 4.3. For details see section 5.2. As part of technical documentation assessments, the manufacturer should make the PSUR available to the notified body and the notified body will document its evaluation as part of the technical file assessment.  [11:  NBOG BPG 2009-4 “Guidance on Notified Body‘s Tasks of Technical Documentation Assessment on a Representative Basis” http://www.doks.nbog.eu/Doks/NBOG_BPG_2009_4_EN.pdf.] 

4.5 Information to Competent Authorities
In cases where the audit activities reveal major non-conformity, which may present an unacceptable risk to the health or safety of patients, users or other persons, the notified body needs to inform the relevant competent authority.
5 Possible scenarios for the surveillance according to Article 120(3) MDR 
Depending on the specific situation of a manufacturer, the individual audits to be performed under Article 120(3) MDR may be combined with audits according to Article 52 MDR and the respective procedures set out in Annexes IX to XI. In order to do that, the comparison table in the Annex should be used to show that AIMD/MDD requirements are covered by MDR requirements.
5.1	On-site audits
When establishing procedures describing activities to be performed in the context of the appropriate surveillance in respect of all applicable requirements relating to the MDD or the AIMDD certified devices, the notified body could distinguish between three possible scenarios presented below:
a)	Manufacturers of ‘legacy devices’ that have not applied for certification under the MDR (and are not going to adapt their systems to MDR with the exception to those requirements specified under Article 120(3) MDR),
b)	Manufacturers of ‘legacy devices’ and MDR devices having already implemented the MDR requirements in their systems and whose application for MDR certification is being reviewed by the notified body having issued the MDD or the AIMDD certificate(s),
c)	Manufacturers of ‘legacy devices’ and MDR devices already certified by a notified body under MDR for the same/different types of devices.
For scenario (a), notified bodies should ensure that criteria already used for surveillance assessment under the Directives should apply in addition to specific verification of MDR requirements “relating to post-market surveillance, market surveillance, vigilance, registration of economic operators”.
For scenarios (b) and (c), in case the notified body is already designated under the MDR, surveillance activities may be performed according to MDR, taking into account the Annex to this document.
In addition, for scenario (c), notified bodies may decide to couple MDR audits and surveillance audits according to Article 120(3) MDR provided that they perform an assessment of the individual circumstances. The assessment and the decision should be justified and documented taking into account elements such as similarities on the scope covered by the MDD and MDR certificates, same manufacturing sites and other relevant aspects. 
Notified body’s procedures should appropriately describe how: 
· audit programme should be established for individual manufacturers,
· audit plans should be drawn up and adapted for individual audits (including reference to scope, objective and duration of the audits)
· the comparison table reported in the Annex to this guidance document has been taken into account to define notified body’s activities relating to appropriate surveillance,
· in case similarities are claimed, these similarities, including scope, manufacturing sites, processes, supplier/subcontractors, etc., have been demonstrated.
5.2 Assessment of technical files on a sampling basis
In case of class IIa and IIb devices, notified bodies are requested to continue applying the sampling plan established under the MDD for the assessment of the technical documentation on a representative basis.
The notified body’s procedures can distinguish the different scenarios described in session 5.1. 
For scenarios (b) and (c), the notified body may decide to modify the established sampling plans provided that certain conditions are satisfied. In particular, the range of devices covered, including the intended purpose, by the MDR applications or certificates in comparison with the scope of MDD or AIMDD certificates should be taken into account. Devices and their technical documentations in the MDD sampling plan which are already subject to an application under the MDR can be omitted. For such devices, the notified body should
· have already finalised the MDR application review or have issued the MDR certificates, 
· apply MDCG 2019-13 concerning sampling of devices for the assessment of the technical documentation,
· make appropriate reference to the sampling plan established under the MDR in the MDD sampling plan and
· if applicable, inform the competent authority according to section 4.5. 
Notified bodies procedures should specify in which cases deviations from or adaptations to the sampling plans established under the MDD may be made. 
Annex 	Comparison table – quality management system requirements in the MDD and the MDR
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Annex DRAFT Appropriate Surveillance_Comparison Table.xlsx
Tabelle1

				Comparison of the "full" quality management system requirements between the Medical Device Directive (MDD, left side) and the medical device Regulation (MDR, right side) using MDR Art. 10 (9) as "backbone" [column D] 



				MDD Article  		MDD Annex II
(if other Annexes, indicated with Annex ...)		MDR  QMS Requirements for the Legal Manufacturer 
according to Article 10 (9) MDR (= backbone)		MDR Article(s) 		MDR Annex  IX
(if other Annexes, indicated with Annex ...)

				11 (only references to Annexes II, V and VI)		1. The manufacturer must ensure application of the quality system approved for the design, manufacture and final inspection of the products concerned, as specified in Section 3 ...
3.1. The manufacturer must lodge an application for assessment of his quality
system with a notified body
...
— the documentation on the quality system,
— an undertaking by the manufacturer to fulfil the obligations imposed by the quality system approved,
— an undertaking by the manufacturer to keep the approved quality system adequate and efficacious,

3.2. Application of the quality system must ensure that the products conform to the provisions of this Directive which apply to them at every stage, from design to final inspection. All the elements, requirements and provisions adopted by the manufacturer for his quality system must be documented in a systematic and orderly manner in the form of written policies and procedures such as quality programmes, quality plans, quality manuals and quality records.		9. Manufacturers shall ensure that procedures are in place to keep series production in conformity with the requirements of this Regulation. Changes in device design or characteristics and changes in the harmonised standards or CS by reference to which the conformity of a device is declared shall be adequately taken into account in a timely manner. Manufacturers of devices, other than investigational devices, shall establish, document, implement, maintain, keep up to date and continually improve a quality management system that shall ensure compliance with this Regulation in the most effective manner and in a manner that is proportionate to the risk class and the type of device.		5.1. A device may be placed on the market or put into service only if it complies with this Regulation when duly supplied and properly installed, maintained and used in accordance with its intended purpose.

5.2. A device shall meet the general safety and performance requirements set out in Annex I  which apply to it, taking into account its intended purpose.		1. The manufacturer shall establish, document and implement a quality
management system as described in Article 10(9) and maintain its effectiveness throughout the life cycle of the devices concerned. The manufacturer shall ensure the application of the quality management system as
specified in Section 2  ...


2.1. The manufacturer shall lodge an application for assessment of its quality
management system with a notified body. The application shall include:
...
— the documentation on the manufacturer's quality management system,
— a documented description of the procedures in place to fulfil the obligations arising from the quality management system and required under this Regulation and the undertaking by the manufacturer in question to apply those procedures,
— a description of the procedures in place to ensure that the quality management system remains adequate and effective, and the undertaking by the  manufacturer to apply those procedures,

						see above		The quality management system shall cover all parts and elements of a manufacturer's organisation dealing with the quality of processes, procedures and devices. It shall govern the structure, responsibilities, procedures, processes and management resources required to implement the principles and actions necessary to achieve compliance with the provisions of this Regulation.				2.1 …
— the name of the manufacturer and address of its registered place of
business and any additional manufacturing site covered by the quality
management system, and, if the manufacturer's application is lodged
by its authorised representative, the name of the authorised representative and the address of the authorised representative's registered place
of business,
— all relevant information on the device or group of devices covered by
the quality management system ,                                                                                                                                                                  — a description of the procedures in place to ensure that the quality management system remains adequate and effective, and the undertaking by the manufacturer to apply those procedures,

								The quality management system shall address at least the following aspects:

				11.9. Where the conformity assessment procedure involves the intervention
of a notified body, the manufacturer, or his authorized representative, may apply to a body of his choice within the framework of the tasks for which the body has been notified.		3.2 Application of the quality system must ensure that the products conform to
the provisions of this Directive which apply to them at every stage, from
design to final inspection…		(a) a strategy for regulatory compliance, including compliance with conformity assessment procedures and procedures for management of modifications to the devices covered by the system;		10.1. When placing their devices on the market or putting them into service, manufacturers shall ensure that they have been designed and manufactured in accordance with the requirements of this Regulation.

52 Conformity assessment procedures
52.1. Prior to placing a device on the market, manufacturers shall undertake an assessment of the conformity of that device, in accordance with the applicable conformity assessment procedures set out in Annexes IX to XI. ...

53.1. Where the conformity assessment procedure requires the involvement of a notified body, the manufacturer may apply to a notified body of its choice, provided that the chosen notified body is designated for conformity assessment activities related to the types of devices concerned. ...
		2.2 Implementation of the quality management system shall ensure compliance with this Regulation... Moreover, the documentation to be submitted for the assessment of the quality management system shall include an adequate description of, in particular: ...                                                                                                                                                                
2.2 (c) ...
— the strategy for regulatory compliance, including processes for identification of relevant legal requirements, qualification, classification, handling of equivalence, choice of and compliance with conformity assessment procedures, ...

						2 The EC declaration of conformity is the procedure whereby the manufacturer
who fulfils the obligations imposed by Section 1 ensures and
declares that the products concerned meet the provisions of this Directive
which apply to them.                                                                                                                                   3.2 (c)  the procedures for monitoring and verifying the design of the products,
including the corresponding documentation, and in particular:   
...                                                                                                                                                            
— the solutions adopted as referred to in Annex I, Chapter I, Section 2,                                                                                                                                                          — the draft label and, where appropriate, instructions for use.		(b) identification of applicable general safety and performance requirements and exploration of options to address those requirements;		10.4. Manufacturers of devices other than custom-made devices shall draw up and keep up to date technical documentation for those devices. The technical documentation shall be such as to allow the conformity of the device with the requirements of this Regulation to be assessed. The technical documentation shall include the elements set out in Annexes II and III.

10.6. Where compliance with the applicable requirements has been demonstrated following the applicable conformity assessment procedure, manufacturers of devices, other than custom-made or investigational devices, shall draw up an EU declaration of conformity in accordance with Article 19, and affix the CE marking of conformity in accordance with Article 20. 
		2.1  The application shall include:                                                                                                          — a draft of an EU declaration of conformity in accordance with Article 19 and Annex IV for the device model covered by the conformity assessment procedure,                                                                                                                                    2.2 (c)                                                                                                                                                                      — identification of applicable general safety and performance requirements and solutions to fulfil those requirements, taking applicable CS and, where opted for, harmonised standards or other adequate solutions into account,                                   — solutions for fulfilling the applicable specific requirements regarding the information to be supplied with the device, in particular the requirements of Chapter III of Annex I,

						3.2  ... It shall include in particular an adequate description of:
(a) the manufacturer's quality objectives;                                                                                                                                                            (b) the organization of the business and in particular:
— the organizational structures, the responsibilities of the managerial staff and their organizational authority where quality of design and manufacture of the products is concerned,
— the methods of monitoring the efficient operation of the quality system and in particular its ability to achieve the desired quality of design and of product, including control of products which fail to conform,		(c) responsibility of the management;		15  Person responsible for regulatory compliance
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 documentation to be submitted for the assessment of the quality management system shall include an adequate description of, in particular:
2.2 (a) the manufacturer's quality objectives;
2.2, (b) the organisation of the business and in particular:
— the organisational structures with the assignment of staff responsibilities in relation to critical procedures, the responsibilities of the managerial staff and their organisational authority,
— the methods of monitoring whether the operation of the quality management system is efficient and in particular the ability of that system to achieve the desired design and device quality, including control of devices which fail to conform,

						3.2 (b) the organization of the business and in particular:
...
— where the design, manufacture and/or final inspection and testing of the products, or elements thereof, is carried out by a third party, the methods of monitoring the efficient operation of the quality system and in particular the type and extent of control applied to the third party;		(d) resource management, including selection and control of suppliers and sub-contractors;				2.2 (b) — where the design, manufacture and/or final verification and testing of the devices, or parts of any of those processes, is carried out by another party, the methods of monitoring the efficient operation of the quality management system and in particular the type and extent of control applied to the other party, 

						3.2 (c) the procedures for monitoring and verifying the design of the products,
including the corresponding documentation, and in particular:
...
— the design specifications, including the standards which will be
applied and the results of the risk analysis, and also a description
of the solutions adopted to fulfil the essential requirements which
apply to the products if the standards referred to in Article 5 are not
applied in full,…		(e) risk management as set out in in Section 3 of Annex I;		10.2. Manufacturers shall establish, document, implement and maintain a system for risk management as described in Section 3 of Annex I.		2.2 c) … 
— risk management as referred to in Section 3 of Annex I:                                                    Manufacturers shall establish, implement, document and maintain a risk management system. Risk management shall be understood as a continuous iterative process throughout the entire lifecycle of a device, requiring regular systematic updating. In carrying out risk management manufacturers shall:
(a) establish and document a risk management plan for each device;
(b) identify and analyse the known and foreseeable hazards associated with each device;
(c) estimate and evaluate the risks associated with, and occurring during, the intended use and during reasonably foreseeable misuse;
(d) eliminate or control the risks referred to in point (c) in accordance with the requirements of Section 4;
(e) evaluate the impact of information from the production phase and, in particular, from the post-market surveillance system, on hazards and the frequency of occurrence thereof, on estimates of their associated risks, as well as on the overall risk, benefit-risk ratio and risk acceptability; and
(f) based on the evaluation of the impact of the information referred to in point (e), if necessary amend control measures in line with the requirements of Section 4.

						3.2 (c)
...
— the clinical evaluation referred to in Annex X,


Annex X CLINICAL EVALUATION

1.1. As a general rule, confirmation of conformity with the requirements concerning the characteristics and performances referred to in Sections 1 and 3 of Annex I ... must be based on clinical data. The evaluation of this data, hereinafter referred to as ‘clinical evaluation’, where appropriate taking account of any relevant harmonised standards, must follow a defined and methodologically sound procedure based on: ...		(f) clinical evaluation in accordance with Article 61 and Annex XIV, including PMCF;		10.3. Manufacturers shall conduct a clinical evaluation in accordance with the requirements set out in Article 61 and Annex XIV, including a PMCF.

Article 61 Clinical evaluation
1. Confirmation of conformity with relevant general safety and performance requirements set out in Annex I under the normal conditions of the intended use of the device, and the evaluation of the undesirable side-effects and of the acceptability of the benefit-risk- ratio referred to in Sections 1 and 8 of Annex I, shall be based on clinical data providing sufficient clinical evidence, including where applicable relevant data as referred to in Annex III.
The manufacturer shall specify and justify the level of clinical evidence necessary to demonstrate conformity with the relevant general safety and performance requirements. That level of clinical evidence shall be appropriate in view of the characteristics of the device and its intended purpose.		2. Quality management system assessment
2.1. The manufacturer shall lodge an application for assessment of its quality
management system with a notified body. 
The application shall include:
…
— documentation on the clinical evaluation plan, and 
— a description of the procedures in place to keep up to date the clinical
evaluation plan, taking into account the state of the art.

2.2.
(c) ...
— the clinical evaluation, pursuant to Article 61 and Annex XIV, including post-market clinical follow-up,


Annex XIV CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-UP
1. To plan, continuously conduct and document a clinical evaluation, manufacturers shall: ...


						3.2  ... It shall include in particular an adequate description of:

(c)  the procedures for monitoring and verifying the design of the products,
including the corresponding documentation, and in particular:
...
— the design specifications, including the standards which will be applied and the results of the risk analysis, and also a description of the solutions adopted to fulfil the essential requirements which apply to the products if the standards referred to in Article 5 are not applied in full, 

(d) the inspection and quality assurance techniques at the manufacturing
stage and in particular:
— the processes and procedures which will be used, particularly as regards sterilization, purchasing and the relevant documents,                                                                                                                                                         — the product identification procedures drawn up and kept up to date from drawings, specifications or other relevant documents at every stage of manufacture;                                                                                                                                                

(e) the appropriate tests and trials which will be carried out before, during
and after manufacture, the frequency with which they will take place,
and the test equipment used; it must be possible to trace back the
calibration of the test equipment adequately.
		(g) product realisation, including planning, design, development, production and service provision;		10.9. Manufacturers shall ensure that procedures are in place to keep series production in conformity with the requirements of this Regulation. Changes in device design or characteristics and changes in the harmonised standards or CS by reference to which the conformity of a device is declared shall be adequately taken into account in a timely manner. 		2.2. (c)                                                                                                                                                                               — solutions for fulfilling the applicable specific requirements regarding design and construction, including appropriate pre- clinical evaluation, in particular the requirements of Chapter II of Annex I,                                                                                                 
2.2 (d) the verification and quality assurance techniques at the manufacturing stage and in particular the processes and procedures which are to be used, particularly as regards sterilisation and the relevant documents; and
2.2 (e) the appropriate tests and trials which are to be carried out before, during and after manufacture, the frequency with which they are to take place, and the test equipment to be used; it shall be possible to trace back adequately the calibration of that test equipment.

				none 		none 		(h) verification of the UDI assignments made in accordance with Article 27(3) to all relevant devices and ensuring consistency and validity of information provided in accordance with Article 29;		10.7.  Manufacturers shall comply with the obligations relating to the UDI system referred to in Article 27 and with the registration obligations referred to in Articles 29 and 31.

29.1. Before placing a device, other than a custom-made device, on the market, the manufacturer shall, in accordance with the rules of the issuing entity referred to in Article 27(2), assign a Basic UDI-DI as defined in Part C of Annex VI to the device and shall provide it to the UDI database together with the other core data elements referred to in Part B of Annex VI related to that device. ...



						3.1  The manufacturer must lodge an application for assessment of his quality
system with a notified body.
The application must include:
...
— an undertaking by the manufacturer to institute and keep up to date a systematic procedure to review experience gained from devices in the post-production phase, including the provisions referred to in Annex X, and to implement appropriate means to apply any necessary corrective action. This undertaking must include an obligation for the manufacturer to notify the competent authorities of the following incidents immediately on learning of them:  ...

Annex X CLINICAL EVALUATION

1.1c The clinical evaluation and its documentation must be actively updated
with data obtained from the post-market surveillance. Where post-market
clinical follow-up as part of the post-market surveillance plan for the
device is not deemed necessary, this must be duly justified and documented.		(i) setting-up, implementation and maintenance of a post-market surveillance system, in accordance with Article 83;		10.10  Manufacturers of devices shall implement and keep up to date the post-market surveillance system in accordance with Article 83.

83.1. For each device, manufacturers shall plan, establish, document, implement, maintain and update a post-market surveillance system in a manner that is proportionate to the risk class and appropriate for the type of device. That system shall be an integral part of the manufacturer's quality management system referred to in Article 10(9).

83.2. The post-market surveillance system shall be suited to actively and systematically gathering, recording and analysing relevant data on the quality, performance and safety of a device throughout its entire lifetime, and to drawing the necessary conclusions and to determining, implementing and monitoring any preventive and corrective actions.

83.3. Data gathered by the manufacturer's post-market surveillance system shall in particular be used: ...

(b) to update the design and manufacturing information, the instructions for use and the labelling;
(c) to update the clinical evaluation;
(d) to update the summary of safety and clinical performance referred to in Article 32;
(e) for the identification of needs for preventive, corrective or field safety corrective action;
(f) for the identification of options to improve the usability, performance and safety of the device;
...
(h) to detect and report trends in accordance with Article 88.

84 Post-market surveillance plan
The post-market surveillance system referred to in Article 83 shall be based on a post-market surveillance plan, the requirements for which are set out in Section 1 of Annex III. ...

85 Post-market surveillance report

86 Periodic safety update report


Edelhäuser, Rainer (ZLG): Please double-click into  cell E17 to show the complete text		2. Quality management system assessment
2.1. The manufacturer shall lodge an application for assessment of its quality
management system with a notified body. 
The application shall include:
…
— the documentation on the manufacturer's post-market surveillance system and, where applicable, on the PMCF plan, and the procedures put in place to ensure compliance with the obligations resulting from the provisions on vigilance set out in Articles 87 to 92,
— a description of the procedures in place to keep up to date the postmarket surveillance system, and, where applicable, the PMCF plan, and the procedures ensuring compliance with the obligations resulting from the provisions on vigilance set out in Articles 87 to 92, as well as the undertaking by the manufacturer to apply those procedures,

						3.4. The manufacturer must inform the notified body which approved the
quality system of any plan for substantial changes to the quality system
or the product-range covered.		(j) handling communication with competent authorities, notified bodies, other economic operators, customers and/or other stakeholders;		10.12. Manufacturers who consider or have reason to believe that a device which they have placed on the market or put into service is not in conformity with this Regulation shall immediately take the necessary corrective action to bring that device into conformity, to withdraw it or to recall it, as appropriate. They shall inform the distributors of the device in question and, where applicable, the authorised representative and importers accordingly.
Where the device presents a serious risk, manufacturers shall immediately inform the competent authorities of the Member States in which they made the device available and, where applicable, the notified body that issued a certificate for the device in accordance with Article 56, in particular, of the non-compliance and of any corrective action taken.                                                                                                                   10. 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.		2.4. The manufacturer in question shall inform the notified body which approved the quality management system of any plan for substantial changes to the quality management system, or the device-range covered.

4.10. Changes to the approved device shall require approval from the notified body which issued the EU technical documentation assessment certificate where such changes could affect the safety and performance of the device or the conditions prescribed for use of the device. Where the manufacturer plans to introduce any of the above-mentioned changes it shall inform the notified body which issued the EU technical documentation assessment certificate thereof. ...

						3.1 … The application must include:
…
— an undertaking by the manufacturer to institute and keep up to date a systematic procedure to review experience gained from devices in the post-production phase, including the provisions referred to in Annex X, and to implement appropriate means to apply any necessary corrective action. This undertaking must include an obligation for the manufacturer to notify the competent authorities of the following incidents immediately on learning of them: ...
		(k) processes for reporting of serious incidents and field safety corrective actions in the context of vigilance;		10.13. Manufacturers shall have a system for recording and reporting of incidents and field safety corrective actions as described in Articles 87 and 88.

[CHAPTER VII, SECTION 2 Vigilance]		2. Quality management system assessment
2.1. The manufacturer shall lodge an application for assessment of its quality
management system with a notified body. 
The application shall include:
…
— the documentation on the manufacturer's post-market surveillance system and, where applicable, on the PMCF plan, and the procedures put in place to ensure compliance with the obligations resulting from the provisions on vigilance set out in Articles 87 to 92,
— a description of the procedures in place to keep up to date the post- market surveillance system, and, where applicable, the PMCF plan, and the procedures ensuring compliance with the obligations resulting from the provisions on vigilance set out in Articles 87 to 92, as well as the undertaking by the manufacturer to apply those procedures, ...

3.2. The manufacturer shall give authorisation to the notified body to carry out all the necessary audits, including on-site audits, and supply it with all relevant information, in particular:
...
— documentation on any findings and conclusions resulting from the application of the post-market surveillance plan, including the PMCF plan, for a representative sample of devices, and of the provisions on vigilance set out in Articles 87 to 92,


						3.1 … The application must include:
…
— an undertaking by the manufacturer to institute and keep up to date a systematic procedure to review experience gained from devices in the post-production phase, including the provisions referred to in Annex X, and to implement appropriate means to apply any necessary corrective action. ...
		(l) management of corrective and preventive actions and verification of their effectiveness;		10.12. Manufacturers who consider or have reason to believe that a device which they have placed on the market or put into service is not in conformity with this Regulation shall immediately take the necessary corrective action to bring that device into conformity, to withdraw it or to recall it, as appropriate. They shall inform the distributors of the device in question and, where applicable, the authorised representative and importers accordingly. 

Where the device presents a serious risk, manufacturers shall immediately inform the competent authorities of the Member States in which they made the device available and, where applicable, the notified body that issued a certificate for the device in accordance with Article 56, in particular, of the non-compliance and of any corrective action taken.


83.4  If, in the course of the post-market surveillance, a need for preventive or corrective action or both is identified, the manufacturer shall implement the appropriate measures and inform the competent authorities concerned and, where applicable, the notified body. Where a serious incident is identified or a field safety corrective action is implemented, it shall be reported in accordance with Article 87.

Article 89 Analysis of serious incidents and field safety corrective actions

1. Following the reporting of a serious incident pursuant to Article 87(1), the manufacturer shall, without delay, perform the necessary investigations in relation to the serious incident and the devices concerned. This shall include a risk assessment of the incident and field safety corrective action taking into account criteria as referred to in paragraph 3 of this Article as appropriate. ...		2.2. Implementation of the quality management system shall ensure compliance with this Regulation. ...Moreover, the documentation to be submitted for the assessment of the quality management system shall include an adequate description of, in particular: ...

(b) the organisation of the business and in particular: ...

— the methods of monitoring whether the operation of the quality management system is efficient and in particular the ability of that system to achieve the desired design and device quality, including control of devices which fail to conform,

						3.2  ... It shall include in particular an adequate description of:
...
(c) the procedures for monitoring and verifying the design of the products,
including the corresponding documentation, and in particular:  
…
— the techniques used to control and verify the design and the
processes and systematic measures which will be used when the
products are being designed,
...
(e) the appropriate tests and trials which will be carried out before, during
and after manufacture, the frequency with which they will take place,
and the test equipment used; it must be possible to trace back the
calibration of the test equipment adequately.
		(m) processes for monitoring and measurement of output, data analysis and product improvement.		10.9. ... Manufacturers of devices, other than investigational devices, shall establish, document, implement, maintain, keep up to date and continually improve a quality management system that shall ensure compliance with this Regulation in the most effective manner and in a manner that is proportionate to the risk class and the type of device.		2.2. (c) the procedures and techniques for monitoring, verifying, validating and controlling the design of the devices and the corresponding documentation as well as the data and records arising from those procedures and techniques. Those procedures and techniques shall specifically cover: ...

				Conclusion: MDD requirements are less specific than MDR requirements. The MDR conforms with, supplements or strenghtens the MDD requirements.












