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Guidance on significant changes under Article 120 of the MDR with regard to devices covered by certificates according to MDD or AIMDD

1 [bookmark: _Toc526433898]Introduction
Article 120(3) of the Medical Device Regulation (EU) 2017/745 (MDR) states 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 after the date of application of the MDR under certain conditions and  no later than 26 May 2024. 
Questions 8 and 9 of the CAMD Transition Sub Group guidance: “FAQ – MDR Transitional provisions, V1.0 of 17. January 2018”[footnoteRef:1] state that the certificates covered by MDR Article 120(3) include ”all certificates which are commonly issued by notified bodies with reference to the Council Directives MDD and AIMDD“. [1:  https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_MDR_180117_V1.0-1.pdf] 

Conditions referred to in the first paragraph include that no significant changes in design or intended purpose of a device after the date of application of the MDR can be performed in order to allow manufacturers from continuing to place that device on the market until compliance with the MDR has been established. Therefore, it is important for manufacturers and notified bodies to get clarity on the significant changes to be considered under MDR Article 120(3).
It is also important that the AIMDD and MDD certificates remain valid following changes that are 
not significant with regard to design or intended purpose, provided that the required surveillance is carried out by the notified body that issued the certificate. 
2 [bookmark: _Toc526433899]Scope
This guidance document is intended to provide clarification on the changes to a device that should be considered a “significant change in design or a significant change in the intended purpose” under MDR Article 120(3). Any assessment should be made on a case-by-case basis. 
This guidance document does not elaborate on the process for manufacturers’ submission and notified bodies’ assessment of such changes as these should be part of the conformity assessment process and surveillance defined by the relevant notified body under the MDD or AIMDD. 
3 Changes to Directive certificates
It is important to highlight that no issuing of new certificates, including supplemented, amended  or modified ones, is allowed under MDR Article 120(3). In particular, if the manufacturer wishes to make a ”significant change in design or intended purpose“ under MDR Article 120(3), the implementation of the change prevents the manufacturer from continuing to place that device on the market under the Directives.
4 Assessment of changes' significance
In line with agreed information arrangements of changes between the manufacturer and the notified body, the notified body has to assess any change individually. Changes and their implementation will be verified by the notified body as part of the surveillance activities, or following a manufacturer’s submission for prior approval, and the outcome of this assessment will determine whether there is an impact on the validity of certificates. 
For instance, administrative changes of organisations such as manufacturer, authorised representative, distributors and suppliers, limited to changes to their respective names, addresses (change on the name of the street) are considered in principle as non-significant. However, changes of the quality management system and quality control activities, changes to the manufacturing facilities or to the manufacturing technologies and other related changes are likely to affect the design or the ability to obtain intended purpose of the device. Therefore, the significance of changes must be assessed on a case by case basis (in particular under chart B and D). 
If a change is not "a significant change in design or intended purpose“ under MDR Article 120(3), the implementation of such a change is therefore principally allowed during the transitional period. Acc. to section 3 the certificate should not be amended. The notified body that issued the AIMDD or MDD certificate may confirm in writing (after having reviewed manufacturer’s description of the proposed change) that the implementation of the change does not represent a change in design or intended purpose under MDR Article 120(3) and that the related AIMDD or MDD certificate remains valid after the date of application of the MDR, but no longer than its expiry date or 26 May 2024, whichever comes first. Information on non-significant changes confirmed by the notified body may be numbered and combined for easier submission (together with the certificate) in case of requests from authorities. 
This guidance document provides in its annexes several flowcharts based on NBOG’s Best Practice Guide 2014-3: „Guidance for manufacturers and Notified Bodies on reporting of Design Changes and Changes of the Quality System”. In particular, Chart C, which is specific to software, incorporates elements from Annex VI, Part C, Section 6.5. of the MDR (hyperlink) to identify modifications that may be considered as significant change in (software) design. 
The assessment of a proposed change by using the main flowchart and any of the applicable 
sub-charts in the Appendix, is intended to assist manufacturers and notified bodies in deciding whether or not a change is to be considered significant in the design or intended purpose of the device under MDR Article 120(3).
The flowcharts are divided into a main chart and five sub-charts (A to E). There are six categorical questions in the main chart that are linked to one or more sub-charts with more detailed questions. The change is considered a non-significant change of design or intended purpose per MDR Article 120(3) if the answer to every question in a sub-chart leads to „non-significant change“ also when returning to the main chart. On the contrary, if any sub-chart delivers the result „significant change“, the change being assessed is a „significant change in design or intended purpose“ of a device according to the MDR Article 120(3).
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