

DRAFT Questions and Answers on transitional provision for Annex XVI products

Disclaimer: this Q&A document intends to facilitate the application of the transitional provisions set out in the Commission Implementing Regulation (EU) 2022/2346[footnoteRef:1], as amended by Commission Implementing Regulation (EU) 2023/1194[footnoteRef:2]. This document has not been formally endorsed by the European Commission and is without prejudice to any interpretation of the relevant provisions by the Court of Justice of the European Union or national courts. The information in this Q&A document is of a general nature and not intended to address specific circumstances of any particular case; the document does not intend to provide professional or legal advice. The information is not necessarily comprehensive nor complete. If needed, this document will be updated in order to address additional questions that may arise. [1:  Commission Implementing Regulation (EU) 2022/2346 of 1 December 2022 laying down common specifications for the groups of products without an intended medical purpose listed in Annex XVI to Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices - http://data.europa.eu/eli/reg_impl/2022/2346/oj.]  [2:  Commission Implementing Regulation (EU) 2023/1194 of 20 June 2023 amending Implementing Regulation (EU) 2022/2346 as regards the transitional provisions for certain products without an intended medical purpose listed in Annex XVI to Regulation (EU) 2017/745 of the European Parliament and of the Council - http://data.europa.eu/eli/reg_impl/2023/1194/oj.] 


Introduction
Regulation (EU) 2017/745 on medical devices (MDR)[footnoteRef:3], fully applicable from 26 May 2021, covers also products without an intended medical purpose that are listed in its Annex XVI. Common specifications addressing the application of risk management to Annex XVI products have been set out in Commission Implementing Regulation (EU) 2022/2346 (CS), which applies from 22 June 2023. [3:  Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC - http://data.europa.eu/eli/reg/2017/745/2020-04-24.] 

Transitional provisions set out in the MDR have been extended by Regulation (EU) 2023/607[footnoteRef:4] that also sets out conditions for benefitting from those extended transitional periods. The amended transitional provisions apply from 20 March 2023.  [4:  Regulation (EU) 2023/607 of the European Parliament and of the Council of 15 March 2023 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices - http://data.europa.eu/eli/reg/2023/607/oj.] 

Considering that transitional provisions for products covered by a certificate issued by a notified body in accordance with Council Directive 93/42/EEC (MDD)[footnoteRef:5] are set out both in the amended MDR and in the CS, Commission Implementing Regulation 2023/1194 has been adopted to align the transitional provisions set out in the CS to those set out in the amended MDR. The content of this document has been drafted considering the requirements applicable from the amended MDR and the amended CS. [5:  Council Directive 93/42/EEC of 14 June 1993 concerning medical devices - http://data.europa.eu/eli/dir/1993/42/2007-10-11 (no longer in force).
 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC - http://data.europa.eu/eli/reg/2017/745/2020-04-24.] 


When are the CS applicable to Annex XVI products?
The CS are applicable to Annex XVI products from 22 June 2023[footnoteRef:6]. [6:  CS, Article 3(2).] 

Certain provisions for products that are covered by a certificate issued by a notified body in accordance with the MDD are applicable from 22 December 2022 (see question 6).

When is the MDR applicable to Annex XVI products?
The MDR is applicable to Annex XVI products from 22 June 2023[footnoteRef:7], which is the date of application of the CS. [7:  MDR, Article 1(2).] 


What are transitional provisions foreseen for Annex XVI products?
The MDR establishes a fixed period of 6 months[footnoteRef:8] to allow the implementation of the new applicable requirements laid down in the CS. This period starts on 22 December 2022 and ends on 22 June 2023. Article 120 to MDR establishes also transitional provisions for products covered by an MDD certificate. [8:  MDR, Article 1(2).] 

In addition, the CS establish dedicated transitional provisions to cover specific cases for which the 6 fixed months granted by the MDR would not be sufficient to fully implement the new applicable requirements from the CS and to complete the applicable procedures under the MDR. In detail, such cases include when a notified body needs to be involved in the conformity assessment procedure, when the manufacturer considers carrying out a clinical investigation followed by a conformity assessment procedure that involves a notified body and when the Annex XVI product is covered by an MDD certificate.

What is the transitional period set out in the CS for products for which a notified body is involved in the conformity assessment and the manufacturer decides to carry out a clinical investigation? Are there conditions to be satisfied?
The period is about 6,5 years. It starts from 22 June 2023 and ends on 31 December 2029.
During the transitional period, various conditions need to be satisfied. Some for the entire period, while others within certain dates. The following table shows each condition that needs to be fulfilled to continue to place on the market the product during the transitional period.




	From 22/06/2023 to 31/12/2029

	· the product was lawfully marketed in the Union before 22 June 2023 and continues to comply with the requirements of Union and national law that were applicable to it before 22 June 2023;
· the manufacturer does not make significant changes in the design and intended purpose of the product. [footnoteRef:9] [9:  CS, Article 2(1)(a) and (b).] 


	From 23/06/2024
	From 23/12/2024 
	From 01/01/2028

	· the sponsor has received confirmation that the application for the clinical investigation of the product is complete and that the clinical investigation falls within the scope of the MDR[footnoteRef:10]. [10:  CS, Article 2(1), second subparagraph.] 

	· the sponsor has started the clinical investigation[footnoteRef:11]. [11:  CS, Article 2(1), third subparagraph.] 

	· the manufacturer signed a written agreement with a notified body for the conformity assessment procedure.[footnoteRef:12] [12:  CS, Article 2(1), fourth subparagraph.] 



Table 1: applicable conditions for transitional provisions according to Article 2(1) to CS.
Products covered by an MDD certificate cannot benefit from this transitional period (see question nr 6 or 7).

[bookmark: _Ref121229115]What is the transitional period set out in the CS for products for which a notified body is involved in the conformity assessment and the manufacturer does not intend to perform a clinical investigation? Are there conditions to be satisfied?
The period is about 5,5 years. It starts from 22 June 2023 and ends on 31 December 2028.
During the transitional period, various conditions need to be satisfied. Some for the entire period, while others within certain dates. The following table shows each condition that need to be fulfilled to continue to place on the market the product during the transitional period.

	From 22/06/2023 to 31/12/2028

	· the product was lawfully marketed in the Union before 22 June 2023 and continues to comply with the requirements of Union and national law that were applicable to it before 22 June 2023;
· the manufacturer does not make significant changes in the design and intended purpose of the product. [footnoteRef:13] [13:  CS, Article 2(2)(a) and (b).] 


	From 01/01/2027

	· The manufacturer signed a written agreement with a notified body for the conformity assessment procedure[footnoteRef:14]. [14:  CS, Article 2(2), second subparagraph.] 



Table 2: applicable conditions for transitional provisions according to Article 2(2) to CS.
Products covered by an MDD certificate cannot benefit from this transitional period (see question nr 6 or 7).

[bookmark: _Ref122429256]What is the transitional period set out in the MDR for Annex XVI products covered by an MDD certificate? Are there conditions to be satisfied?
The period ends on 31 December 2027 for higher risk products (all class III devices and class IIb implantable devices except sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors) and on 31 December 2028 for lower risk products (all other classes and devices excluded from the higher risk group).
Not all products covered by an MDD certificate are eligible to benefit from the transitional provisions established by the MDR. The following conditions apply:
a) [bookmark: _Ref134621582]if the MDD certificate was issued from 25 May 2017, was still valid on 26 May 2021, have not been withdrawn afterwards and expired before 20 March 2023, the covered products can benefit from the MDR transitional provisions only if one of the conditions established in Article 120(2), second subparagraph, points a) or b) is met;
b) if the MDD certificate was issued from 25 May 2017, was still valid on 26 May 2021, have not been withdrawn afterwards and has not expired before 20 March 2023 the covered products can benefit from the MDR transitional provisions.

The paragraphs (3c), (3d), (3e) and (3f) of Article 120 to the MDR establish additional conditions that must be fulfilled to benefit and continue to benefit from the transitional provisions. Additional information on those specific conditions is provided in the questions and answers document on the implementation of Regulation (EU) 2023/607[footnoteRef:15]. [15:  Q&A on practical aspects related to the implementation of Regulation (EU) 2023/607 - Extension of the MDR transitional period and removal of the “sell off” periods - https://health.ec.europa.eu/system/files/2023-03/mdr_proposal_extension-q-n-a_0.pdf.] 


[bookmark: _Ref134698864]What is the transitional period set out in the CS for Annex XVI products covered by an MDD certificate? Are there conditions to be satisfied?
The period is about 4,5 years for higher risk products (all class III devices and class IIb implantable devices except sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors) or about 5,5 years for lower risk products (all other classes and devices excluded from the higher risk group). It starts from 22 June 2023 and ends on 31 December 2027 or 31 December 2028.
Not all products covered by an MDD certificate are eligible to benefit from the transitional provisions established by the CS. In fact, those provisions are applicable only when an MDD certificate was issued from 25 May 2017, was still valid on 26 May 2021, has not been withdrawn afterwards, expired before 20 March 2023[footnoteRef:16] and the conditions established in Article 120(2), second subparagraph, points a) or b) are not met. [16:  If the MDD certificate was still valid on or after 20 March 2023 and has not been withdrawn afterwards, the transitional provisions established in Article 120 to the MDR apply.] 

During the transitional period, additional conditions need to be satisfied. Some for the entire period, while others within certain dates.[footnoteRef:17] The following table shows each condition that needs to be fulfilled to continue to place on the market the product during the transitional period. [17:  MDR, Article 120 paragraphs (3c), (3d) and (3e).] 


	From 22/06/2023 to 31/12/2027 for higher risk products or 31/12/2028 for lower risk products 

	· the product continues to comply with the requirements of Directive 93/42/EEC[footnoteRef:18]; [18:  MDR, Article 120(3c)(a).] 

· there are no significant changes in the design and intended purpose of the product [footnoteRef:19]; [19:  MDR, Article 120(3c)(b).] 

· the product does not present an unacceptable risk to the health or safety of patients, users or other persons, or to other aspects of the protection of public health[footnoteRef:20]; [20:  MDR, Article 120(3c)(c).] 

· requirements from MDR relating to post-market surveillance, market surveillance, vigilance, registration of economic operators and of devices apply in place of the corresponding requirements in Directive 93/42/EEC[footnoteRef:21]. [21:  MDR, Article 120(3d).] 


	From 26/05/2024
	From 26/09/2024 

	· the manufacturer has put in place a quality management system in accordance with Article 10(9) to MDR[footnoteRef:22]; [22:  MDR, Article 120(3c)(d).] 

· the manufacturer has lodged a formal application with a notified body for the conformity assessment procedure [footnoteRef:23]. [23:  MDR, Article 120(3c)(e).] 

	· the manufacturer has signed a written agreement with a notified body for the conformity assessment procedure [footnoteRef:24]; [24:  MDR, Article 120(3c)(e).] 

· the notified body that has signed the written agreement mentioned in the above bullet point is responsible for the surveillance of the product covered by that agreement[footnoteRef:25]. [25:  MDR, Article120(3e).] 



Table 3: applicable conditions for transitional provisions according to Article 2(3) to CS.

To establish the conditions, the CS refers to paragraphs (3c), (3d) and (3e) of Article 120 to the MDR. The questions and answers document on the MDR transitional provisions, as amended by Regulation (EU) 2023/607, provides additional useful information.
It has to be noted that the validity of an MDD certificate that covers products that benefit from the transitional provisions established by the CS is not extended. Nevertheless, those products can be placed on the market or put into service also after the expiry date of the MDD certificate until the end of the transitional period.

What transitional periods set out in the CS for Annex XVI products covered by an MDD certificate were applicable before 22 June 2023? Were there conditions to be satisfied?
Transitional periods for Annex XVI products covered by an MDD certificate were set out in the CS before it has been amended by Implementing Regulation (EU) 2023/1194. Those transitional provisions remained applicable from 22 December 2022 to 21 June 2023.
Before being amended, the CS set out conditions to be fulfilled in order to benefit and to continue to benefit from the transitional provisions. Those conditions included the need for the product to continue to comply with the requirements of the MDD, except for the requirement to be covered by a valid MDD certificate; the need to avoid significant changes in the design and intended purpose of the product; the need for the manufacturer to sign a written agreement with a notified body for the appropriate surveillance. Those conditions have been retained in the CS as amended by Implementing Regulation (EU) 2023/1194. The compatibility of those conditions ensures a smooth transition to the new regime applicable from 22 June 2023.

What is the transitional period for products incorporating a medicinal product?
There are no specific transitional provisions for Annex XVI products that incorporate, as an integral part, a substance which, if used separately, would be considered to be a medicinal product as defined in point 2 of Article 1 of Directive 2001/83/EC. In such cases, the timeframe of 210 days[footnoteRef:26] for the consultation of the Competent Authority designated by the Member States in accordance with Directive 2001/83/EC or EMA has to be considered as part of the transitional period granted by the CS in case a notified body is involved in the conformity assessment procedure of the product. [26:  MDR, Annex IX, Section 5.1(d).] 


What are the transitional provisions for a dual-purpose device?
For a dual-purpose device, which has both a medical and a non-medical intended purpose, the applicable requirements from MDR and CS must be cumulatively fulfilled. With regard to transitional provisions, in relation to the medical purpose, Article 120 to the MDR is applicable, while in relation to the non-medical purpose the CS is applicable. Considering that the device must fulfil both the applicable requirements from the MDR and the CS, in case such requirements differ, for example in setting the end of the transitional period, the stricter requirement should be taken into consideration and fulfilled.

How can the manufacturers demonstrate that their product benefits from the transitional period?
The manufacturers should be able to provide a self-declaration confirming that the conditions for benefiting from the transitional provisions are fulfilled, stating the end date of the transition period. The self-declaration should be updated as soon as a new condition becomes applicable and is fulfilled.
The self-declaration should clearly identify the products covered and could be based on a harmonised template.
As soon as the condition to have signed a written agreement for the conformity assessment with a notified body applies, additional evidence could be provided by a ‘confirmation letter’ issued by the notified body stating the receipt of the manufacturer’s application for conformity assessment and the conclusion of a written agreement. Such a confirmation should clearly identify the products covered, could be based on a harmonised template and be issued, in principle, without extra costs.
If products are covered by MDD certificates, the self-declaration and the confirmation letter should list the products concerned and the reference to their certificates. Additional information on products covered by an MDD certificate is provided in the questions and answers document on the implementation of Regulation (EU) 2023/607 (see question number 7). 
Is there a deadline to make available products placed on market during the transitional period?
No, there is not. Products placed on the marked during the transitional period can be further made available also after the end of the applicable transitional period.

Can notified bodies issue certificates for Annex XVI products under the MDR during the transitional periods?
Yes, they can. Notified bodies can issue certificates for Annex XVI products under the MDR during the transitional periods starting from 22 June 2023 (the date of application of the CS). Before that date, the MDR was not applicable to Annex XVI products, consequently notified bodies could not issue any certificate. 
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