
Remove ambiguity and strengthen coordination for integral drug-device combination 
products (iDDCs) 
 

Suggested amendments to: 

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards 

simplifying and reducing the burden of the rules on medical devices and in vitro diagnostic medical devices, and amending Regulation 

(EU) 2022/123 as regards the support of the European Medicines Agency for the expert panels on medical devices and Regulation (EU) 

2024/1689 as regards the list of Union harmonisation legislation referred to in its Annex I 

We recommend targeted amendments to Article 117 and Article 106(b) in Regulation (EU) 2017/745 to establish a legal framework 
which removes ambiguity and strengthens EMA’s coordination role for iDDC products. This can be achieved by deleting Article 117 
and inserting a new point (e) in Article 106b(1) explicitly covering iDDCs. Deleting Article 117 would remove duplicated requirements 
across the MDR and the revised Directive 2001/83/EC (General Pharmaceutical Legislation, GPL) and clarify that MDR obligations 
for iDDCs are limited to the applicable Annex I General Safety and Performance Requirements for the device part. Adding a new point 
(e) to Article 106b(1) would establish EMA’s coordination mandate for iDDC products, including the role of EMA’s Combination 
Products Operational Group (COMBO) in developing practical guidance to support consistent implementation throughout the Union. 

Taken together, deleting Article 117 from the MDR and adding point (e) to Article 106b(1) would create a simplified and coherent 
framework in which the GPL governs dossier requirements for iDDCs, while the MDR secures EMA’s coordination mandate.  
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Recital/Article Commission’s proposal Proposed amendment Justification 

MDR Art 117  

 

 

In Annex I to Directive 2001/83/EC, 

point 12 of Section 3.2. is replaced by 

the following: ‘(12) Where, in 

accordance with the second 

subparagraph of Article 1(8) or the 

second subparagraph of Article 1(9) of 

Regulation (EU) 2017/745 of the 

European Parliament and of the 

Council (*), a product is governed by 

this Directive, the marketing 

authorisation dossier shall include, 

where available, the results of the 

assessment of the conformity of the 

device part with the relevant general 

safety and performance requirements 

set out in Annex I to that Regulation 

contained in the manufacturer's EU 

declaration of conformity or the 

relevant certificate issued by a notified 

body allowing the manufacturer to 

affix a CE marking to the medical 

device.  

If the dossier does not include the 

results of the conformity assessment 

referred to in the first subparagraph 

and where for the conformity 

assessment of the device, if used 

separately, the involvement of a 

notified body is required in accordance 

with Regulation (EU) 2017/745, the 

authority shall require the applicant to 

In Annex I to Directive 2001/83/EC, 

point 12 of Section 3.2. is replaced by 

the following: ‘(12) Where, in 

accordance with the second 

subparagraph of Article 1(8) or the 

second subparagraph of Article 1(9) of 

Regulation (EU) 2017/745 of the 

European Parliament and of the 

Council (*), a product is governed by 

this Directive, the marketing 

authorisation dossier shall include, 

where available, the results of the 

assessment of the conformity of the 

device part with the relevant general 

safety and performance requirements 

set out in Annex I to that Regulation 

contained in the manufacturer's EU 

declaration of conformity or the 

relevant certificate issued by a notified 

body allowing the manufacturer to 

affix a CE marking to the medical 

device.  

If the dossier does not include the 

results of the conformity assessment 

referred to in the first subparagraph 

and where for the conformity 

assessment of the device, if used 

separately, the involvement of a 

notified body is required in accordance 

with Regulation (EU) 2017/745, the 

We ask for a deletion of Art 117 from the MDR because it 

duplicates provisions that are already included in the 

forthcoming General Pharmaceutical Legislation (GPL)  

The regulatory framework for iDDCs will remain defined in the 

MDR, particular in Chapter I, Article 1(8) and Article 1(9). 

The provision regarding iDDCs introduced by Article 117 is 

substantially reproduced in the revised Directive (GPL) 

specifically in Annex II, Part I, Section 3.2, point 12. In addition, 

Article 18(3) of the revised Directive introduces a dedicated 

requirement for iDDCs that the marketing authorization 

application (MAA) must include the conformity assessment 

results or a notified body opinion (NBOp) for the device part. 

This requirement will remain anchored in the GPL irrespective 

of whether Article 117 is deleted from the MDR.  

Deleting Article 117 would also remove ambiguity concerning 

the extent to which the MDR applies to iDDCs beyond Annex I. 

Its removal would clarify that iDDCs are governed under the 

GPL, with obligations for the device component being fulfilled 

by compliance with the relevant Annex I general safety and 

performance requirements (GSPRs). This clarification supports 

a consistent application across the Union. 
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Recital/Article Commission’s proposal Proposed amendment Justification 

provide an opinion on the conformity 

of the device part with the relevant 

general safety and performance 

requirements set out in Annex I to that 

Regulation issued by a notified body 

designated in accordance with that 

Regulation for the type of device in 

question. 

authority shall require the applicant to 

provide an opinion on the conformity  

of the device part with the relevant 

general safety and performance 

requirements set out in Annex I to that 

Regulation issued by a notified body 

designated in accordance with that 

Regulation for the type of device in 

question. 
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Article 106b(1)  The EMA shall, on behalf of the 

Commission, provide scientific, 

technical and administrative support to 

the national competent authorities 

designated under this Regulation and 

under Regulation (EU) 2017/746 to 

facilitate the exchange of experience, 

cooperation and coordination with a 

view to ensuring a uniform application 

of such Regulations, in particular in the 

following areas:  

(a) regulatory status of products and 

classification of devices in 

accordance with Articles 4, 4a, 51, 

51a and 51b of this Regulation and 

Articles 3, 3a, 47, 47a and 47b of 

Regulation (EU) 2017/746;  

(b) derogations from the applicable 

conformity assessment procedures 

in accordance with Articles 59 and 

59a of this Regulation and Articles 

54 and 54a of Regulation (EU) 

2017/746;  

(c) clinical evaluation, clinical 

investigations, performance 

evaluation and performance 

studies in accordance with  

Chapter VI of this Regulation and 

Chapter VI of Regulation (EU) 

2017/746, including support to the 

coordinating Member State for the 

coordinated assessment procedure 

The EMA shall, on behalf of the 

Commission, provide scientific, 

technical and administrative support to 

the national competent authorities 

designated under this Regulation and 

under Regulation (EU) 2017/746 to 

facilitate the exchange of experience, 

cooperation and coordination with a 

view to ensuring a uniform application 

of such Regulations, in particular in the 

following areas:  

(a) regulatory status of products and 

classification of devices in 

accordance with Articles 4, 4a,  

51, 51a and 51b of this Regulation 

and Articles 3, 3a, 47, 47a and 47b 

of Regulation (EU) 2017/746;  

(b) derogations from the applicable 

conformity assessment procedures 

in accordance with Articles 59 and 

59a of this Regulation and Articles 

54 and 54a of Regulation (EU) 

2017/746; 

(c) clinical evaluation, clinical 

investigations, performance 

evaluation and performance 

studies in accordance with 

Chapter VI of this Regulation and 

Chapter VI of Regulation (EU) 

2017/746, including support to the  

coordinating Member State for the 

coordinated assessment procedure 

We propose inserting a new point (e) in Article 106b(1) to 

explicitly cover integral drug-device combination products. This 

would establish EMA’s coordination role supported by EMA’s 

Combination Products Operational Group (COMBO) and create 

a more coherent and simplified setup.  

EMA would have an explicit coordination mandate, helping to 

avoid duplicate assessment and to resolve cross domain 

questions early. This would support shorter review cycles and 

more predictable timelines for applicants and authorities.  

EMA’s COMBO group brings together stakeholders from the 

medicinal product, medical device and in vitro diagnostic 

sectors. It can reduce regulatory silos and complexity by 

developing practical, standardised tools and guidance, 

supporting a consistent, harmonised and efficient submission 

pathway across the Union. 
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for clinical investigations and 

performance studies referred to in 

Article 78 of this Regulation and 

Article 74 of Regulation (EU) 

2017/746;  

(d) vigilance and market surveillance 

in accordance with Chapter VII of 

this Regulation and Chapter VII of 

Regulation (EU) 2017/746, 

including support to the 

coordinating competent authority 

for the coordinated procedure 

referred to in Article 89(9) of this 

Regulation and Article 84(9) of 

Regulation (EU) 2017/746. 

for clinical investigations and 

performance studies referred to in 

Article 78  

of this Regulation and Article 74  

of Regulation (EU) 2017/746; 

(d) vigilance and market surveillance 

in accordance with Chapter VII of 

this Regulation and Chapter VII of 

Regulation (EU) 2017/746, 

including support to the 

coordinating competent  

authority for the coordinated 

procedure referred to in Article 

89(9) of this Regulation and  

Article 84(9) of Regulation (EU) 

2017/746. 

(e) devices which 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, 

as referred to in Article 1(8) and 

Article 1(9) of this Regulation, 

including coordination with 

notified bodies, national 

competent authorities and, where 

appropriate, EMA’s Combination 

Products Operational Group, to 

ensure consistent application 

across the Union of the relevant 

general safety and performance 

requirements set out in Annex I to 
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Recital/Article Commission’s proposal Proposed amendment Justification 

this Regulation in respect of the 

device part of such product, and 

to facilitate the exchange of 

scientific and regulatory expertise 

throughout the lifecycle of such 

products. 
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Conclusion 
Market authorisation process for iDDCs – Procedure coordinated by “One Accountable Entity” 

Prerequisites for deleting article 117 from the MDR are fulfilled: 

• Recital 10 of the MDR directs iDDCs to the GPL (…For medicinal products that integrate a medical device part, compliance 
with the general safety and performance requirements laid down in this Regulation for the device part should be adequately 
assessed in the context of the marketing authorisation for such medicinal products…). 

• The regulatory framework for iDDCs is defined in the MDR, in particular in Chapter I, Article 1(8) and (9). 
• Directive 2001/83/EC is due to be replaced by the new GPL and article 117 is substantively reproduced in the revised 

Directive (Annex II, Part I, Section 3.2, point 12) and reinforced by Article 18(3). Article 18(3) establishes a dedicated 
requirement for iDDCs that the marketing authorisation application (MAA) include the conformity assessment results or a 
notified body opinion (NBOp) for the device part.  Article 117 is therefore made redundant; retaining it would perpetuate 
duplicate provisions and risk inconsistent compliance expectations. 

• Inserting a new point (e) in Article 106b(1) would mandate EMA to coordinate iDDCs and would task EMA’s COMBO group 
with developing the operational details through practical guidance. Both centralised and de-centralised/national 
procedures should remain available, with neither taking precedence when coordinated by the accountable entity, ensuring 
proper processing of all iDDC products. 

Implementing these changes will create a simplified and more competitive setup for iDDCs 

• Enhanced coordination among regulatory actors through a single accountable entity. 
• A simpler, more coherent and predictable framework that supports timely access to safe and innovative iDDCs in Europe. 
• Clear allocation of responsibilities: the GPL governs the dossier requirements, while the MDR provides the legal basis for 

EMA-led coordination.  



 

7 
 

• Administrative and procedural details would be developed under EMA’s COMBO group, which brings together medicines 
and medical device competent authorities, notified bodies, EMA and the European Commission. This would enable 
practical, stakeholder-endorsed guidance on processes and requirements, including change control/lifecycle management. 

• Over the long term, COMBO could further reduce procedural fragmentation and inconsistencies and improve predictability 
by reducing variation in interpretations and processes. This would help create a level playing field for all applicants and 
strengthen the competitiveness of the EU pathway for iDDC products1  

  

 
1 An analysis conducted on all initial Marketing Authorization Applications (MAAs), line extension and variation procedures submitted since MDR mandatory 
implementation shows that approximately 20% of all MAAs involve iDDCs. (May 26th, 2021 - December 31st, 2024 - Number presented by Alberto Ganan 
Jimenez, EMA at DIA Europe 2025, 18-20 March, Basel).  
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Appendix – Wording from the new General Pharmaceutical legislation 
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Annex II, Part 1, Section 3.2, point 12 
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Article 18  
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