




Scope of ‘COMBINE’ Project
• The MDR, IVDR and CTR contain requirements for the respective 

individual authorization for clinical investigation, performance studies or clinical trials processes. 

• Combined studies are commonly conducted and are important to ensure that innovative 
treatments are available to patients. The interaction of procedures is posing a challenge and 
smoother interplay between these Regulations would reduce burden on sponsors. 

• Scope of project (long-term): clarify and work towards aligning the interface between clinical trials 
of investigational medicinal products, performance studies of in vitro diagnostics and clinical 
investigations of medical devices.

• Scope of analysis phase: understand challenges and obstacles on the way to alignment of the three 
frameworks (MDR, IVDR, CTR) that overlap in combined studies and propose solutions. 

Analysis of the challenges at the interface between MDR, IVDR, CTR

Possible development of solutions that aim to align the interface

1

2



• Project group involving competent 
authorities from CT, MD and IVD field, 
medical research ethics committee 
representatives and the EMA

Actors involved
- strategy project approach

• Mandate: Outcomes to be endorsed by the relevant EU authority groups 
(MDCG, CIE WG, IVD WG, CTAG, CTCG, MedEthicsEU)

• Stakeholder input: Stakeholder reference group spanning CT, MD and IVD 
sectors, patients and clinical professionals. 

• Steering board of competent authorities and European Commission – expert 
group chairs.

15 MS, 
55+ experts
4 functional 
areas 



‘COMBINE’ project group – cross-
functional/MS

15 MS, 
55+ experts
4 functional areas 



Stakeholder reference group
ACRO (Association of Clinical Research Organizations)
AMDM (Association of Medical Diagnostics Manufacturers)
Biomedical Alliance in Europe
COCIR
Conect4Children Stichting
EAN (European Academy of Neurology)
EATRIS (European Infrastructure for Translational Medicine)
ECRIN (European Clinical Research Infrastructure Network )
EUCOPE
EuropaBio
EAAR (European Association of Authorised Representatives) 
EFPIA (European Federation of Pharmaceutical Industries and Associations)
EHA (European Hematology Association)
EORTC (European Organisation for Research and Treatment of Cancer)
EPF (European Patients' Forum)
ESMO (European Society for Medical Oncology)
MedTech Europe
MPP Association
NBCG-Med (Notified Body Coordination Group)
TEAM-NB (European Association for Medical Devices of Notified Bodies)
VE (Vaccines Europe)







• The same regulator deals with CI’s, CT’s and PS’s in 61% of responding Member States. 
Similarly, 61% of Member States have established at least one ethics committee entity that 
can give an opinion on all three types of study. 

• 57% of Member State competent authorities offer advice to sponsors of combined studies 
prior to application. 

• 36% of Member States competent authorities offer pre submission meetings prior to the 
application of combined studies (70% of these free of charge) 

• A single ethics application can be made for combined studies involving clinical trials in 14% of 
responding Member States. 

• Currently no Member State accepts a single competent authority application for combined 
studies which involve a clinical trial.

Survey highlights













https://health.ec.europa.eu/medical-devices-topics-interest/combined-studies_en
https://health.ec.europa.eu/medical-devices-topics-interest/combined-studies_en
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