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Directorate-General for Health and Food Safety 
Policy, Authorisation and Monitoring (Unit B5) 
European Commission 
1049 Brussels  
Belgium 
 
 
 
 
Basel, 26 April 2021 
 
MPP input to the European Commission public consultation on the combined evaluation 
roadmap/inception impact assessment on the evaluation and revision of the EU general 
pharmaceutical legislation   
 
 
To whom it may concern, 
 
The Medtech & Pharma Platform Association (MPP) is writing to you to share its views on the 
European Commission’s combined roadmap/inception impact assessment on the evaluation and 
revision of the general pharmaceutical legislation.  
 
MPP is fully supportive of the points laid out in the evaluation roadmap.  
 
Firstly, ensuring the coherence and complementarity with other legislations, including those on 
combination products and medical devices, and providing for the continuous and timely 
adaptation of technical requirements is extremely important. The interface between EU legal 
frameworks is key for combined products1 as they constitute an increasingly significant part of 
innovation. It is important that all actors from the pharma and medical devices sectors, including 
the European Commission, the European Medicines Agency, National Competent Authorities, 
Notified Bodies and industry actors cooperate to find pragmatic solutions to establish a 
proportionate regulatory framework.  
 
For new technologies incorporating digital aspects such as connected combined products, the 
challenges are even greater as the application of important horizontal frameworks such as Data 
Protection, Artificial Intelligence (AI) and Cybersecurity in addition to frameworks for 
pharmaceutical products and medical devices (and their combined use) is to be considered. 
Separately, when it comes to personalized medicine, the opportunities to benefit the individual 
patient must be fully realized with a more holistic approach to the patient’s overall health and 
well-being. 

 
1 MPP defines a combined product as any combined use of a medicinal product, including biologics and 
advanced therapy medicinal products (ATMPs), with a device or diagnostic for medical purposes, without 
forming necessarily an integrated unit 
• Covering also e-/m-health products, 
• Combination products are a sub-group of combined products. 

 
MPP defines a connected combined product (CCP) as the combined use of a medicinal product with two or 
more of the following products: (delivery) device, in vitro diagnostic (IVD), standalone software, mobile 
platform, and/or a cloud application with the aim to deliver a medicinal product to patients and/or to 
monitor certain data and parameters, such as medical adherence. 
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Secondly, MPP also supports the introduction of elements of flexibility that allow future proofing 
of the pharmaceutical legislation through adaptability to the new innovative ways in which 
medicines are developed and evidence is generated, taking into account new possibilities in 
areas such as digital and personalized medicine and the interplay of medicines and medical 
devices.  
 
In this area, MPP is of the opinion that the assessment ought to consider a way to favor 
digitalization in order to achieve a smoother integration with the pharma and medical devices 
legislations, provided that compliance with EU General Data Protection Regulation is ensured. 
For instance, it is important for the pharmaceutical framework to provide a solid basis for the 
development of guidelines that support the transition from clinical development using software 
applications or AI in drug development to the evaluation of a marketing authorization application 
by responsible stakeholders and, more importantly, that support the commercialization of 
medicinal products where AI continues to be used in a clinical setting. 
 
Thirdly, MPP commends the European Commission’s intention to make the pharmaceutical 
legislation more responsive and adapted to innovation and to render its regulatory procedures 
more efficient, considering existing constraints on European innovators and small and medium 
size enterprises in particular. As highlighted in the roadmap, it is especially important for 
complex innovative (connected) combined products, which are at the intersection of several 
legislations. Two aspects are especially vital, creating an appealing environment for innovation 
and leveraging aspects of the medical device regulatory framework for complementary digital 
health solutions for pharmaceutical products to enhance the patient experience in areas such as 
the monitoring of disease symptoms or medication compliance.  
 
MPP continuously seeks dialogue with relevant stakeholders to create an appropriate framework 
for combined products that fosters innovation, reduces time to market, and addresses patients’ 
needs. We thank you for considering our position and the proposals outlined above.  
 
The MPP remains at the European Commission’s disposal for further dialogue and collaboration. 
 
 
Yours sincerely, 
 

 
 
Shayesteh Fürst-Ladani   
MPP President    
association@medtech-pharma.com 
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About the Medtech & Pharma Platform Association  

The Medtech & Pharma Platform Association (MPP) draws together companies from the 
pharmaceutical, medtech and ICT sectors and provides opportunities to exchange knowledge and 
to collaborate in technology and regulatory areas related to combined products. 

The MPP’s objectives are: 

• To enhance synergies between the pharma, medtech and ICT industries, 
• To establish new collaboration models to ensure and accelerate market access for safe 

and innovative treatment options, 
• To support government and regulators in developing a balanced and proportionate 

regulatory and political framework for combined products including connected 
combined products. 
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