

Expression of interest form for the coordinated assessment pilot procedure 
CLINICAL INVESTIGATIONS UNDER MDR
To be filled out by the sponsor or the legal representative.

Application title
Please provide a title and short description of the clinical investigation.

1. Sponsor information
· Name of sponsor/legal representative: [name]
· Address: [sponsor’s address]
· Name of the main contact point for the coordinated assessment pilot procedure: [name of contact person]
· Email: [contact person’s email]
· Phone number: [contact person’s phone number]
· Name of the manufacturer: [name]

2. Study details:
· Objective: [objective of the Investigation]
· Study design: [brief description of study design]
· Population: [target population]
· Duration: [estimated number of months from start date to end of trial)

3. Device description
· Main investigational device risk-class III
· Main investigational device risk-class IIb invasive
· Main investigational device risk-class IIa invasive

· Name of the device: [device name]
· Intended use: [intended use of the device]
· Description: [brief description of the device]
· Combined study with a medicinal product: [yes/no]



4. Member States involved
· Proposed coordinating Member State: [name of the proposed coordinating Member State]
· Other Member States involved:
· [Member State 1]
· [Member State 2]
· [Member State 3]
· [Add as necessary]
· Please consult the list of available Member States for the pilot coordinated assessment.

5.  Desired timing for submission to Competent Authorities for the coordinated assessment pilot procedure: [week (if known), month, year]

The secretariat can be contacted at SANTE-CA-CIPS@ec.europa.eu.

By submitting this document, the information provided will be collected, processed, and stored in compliance with the Regulation 2018/1725 (“EUDPR”). You can consult the privacy statement below.





Date: 
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EUROPEAN COMMISSION 
      


PROTECTION OF YOUR PERSONAL DATA 


This privacy statement provides information about  
the processing and the protection of your personal data. 


 


Processing operation: European Database on Medical Devices - MDR Eudamed (in particular 
for the pilot on the coordinated assessment procedure for clinical investigations and 
performance studies as laid down in Art. 78 MDR and 74 IVDR) 


Data Controller: Directorate General for Health and Food Safety – DG Sante, Directorate D - 
Medical products and innovation, Unit D3 – Medical Devices 


Record reference:  DPR-EC-06787  
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1. Introduction 


The European Commission (hereafter ‘the Commission’) is committed to protect your personal 
data and to respect your privacy. The Commission collects and further processes personal data 
pursuant to Regulation (EU) 2018/1725 of the European Parliament and of the Council of 
23 October 2018 on the protection of natural persons with regard to the processing of personal 
data by the Union institutions, bodies, offices and agencies and on the free movement of such 
data (repealing Regulation (EC) No 45/2001). 


This privacy statement explains the reason for the processing of your personal data, the way we 
collect, handle and ensure protection of all personal data provided, how that information is 
used and what rights you have in relation to your personal data. It also specifies the contact 
details of the responsible Data Controller with whom you may exercise your rights, the Data 
Protection Officer and the European Data Protection Supervisor. 


The information in relation to processing operation “MDR Eudamed” (Medical Devices 
Regulations, European Database on Medical Devices), and in particular for the pilot on the 
coordinated assessment procedure for clinical investigations and performance studies as laid 
down in Art. 78 MDR and 74 IVDR, undertaken by Directorate-General for Health and Food 
Safety (DG SANTE), Directorate D – Medical products and innovation, Unit SANTE.D3 – Medical 
Devices, is presented below.  


2. Why and how do we process your personal data? 


Purpose of the processing operation: Directorate-General on Health and Food Safety (DG 
SANTE), Directorate D – Medical products and innovation, Unit SANTE.D3 – Medical Devices 
collects and uses your personal information to comply with: Regulation (EU) 2017/745 (MDR) 
and Regulation (EU) 2017/746 (IVDR) 1.  


In absence of Eudamed, a pilot coordinated assessment of clinical investigations and 
performance studies across multiple Member States will be launched as per Articles 78 MDR 
and 74 IVDR, respectively. Sponsors will also help the competent authorities of Member States 
with building a fast and fit for purpose EU system for coordinated assessment once it’s 
operation will start under the legal timelines as outlined in Articles 1(3) and 2(2) Regulation (EU) 
2024/1860.  


To facilitate these assessments, we utilize CIRCABC for secure document sharing, Microsoft 
Teams for virtual meetings and collaboration, and email for official communications. We collect 
personal data, including names, contact details, and professional information of individuals 
representing their participating Member State and Sponsors interested in participating in the 
pilot.  


We ensure that your data is secure and accessible only to authorized personnel. We retain your 
data only as long as necessary for assessment purposes and in compliance with legal 
requirements.  


Your personal data will not be used for an automated decision-making including profiling.  
 
 


3. On what legal ground(s) do we process your personal data 


 
1 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, and Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in 
vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU. 



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2018.295.01.0039.01.ENG&toc=OJ:L:2018:295:TOC





 


Processing operation is compliant with each of the principles listed below. 


 Article 5(1) of Regulation (EU) 2018/17252: 


• 5(1)(a) Processing is necessary for the performance of a task carried out in the public 
interest or in the exercise of official authority vested in the Union institution or body 


Legal basis: Regulations (EU) 2017/745 and (EU) 2017/746. 


 


4. Which personal data do we collect and further process?  


Data subjects: 
 


• Individuals from the national competent authorities who will be involved in the pilot 
coordinated assessment procedure; 


• Sponsors who will be involved in the pilot coordinated assessment procedure; 
 
In order to carry out this processing operation Directorate-General on Health and Food Safety 
(DG SANTE), Directorate D – Medical products and innovation, Unit SANTE.D3 – Medical Devices 
collects the following categories of personal data. 
 
The following personal data relating to contact details of individuals belonging to sponsors and 
National Competent Authorities, are processed by the Commission: 
 
Name  
Contact details 
Professional information of individuals  
 
 


5. How long do we keep your personal data? 


Directorate-General on Health and Food Safety (DG SANTE), Directorate D – Medical products 
and innovation, Unit SANTE.D3 – Medical Devices only keeps your personal data for the time 
necessary to fulfil the purpose of collection or further processing, namely for 10 years from the 
acquisition of the data.  


Legitimate requests from data subjects to have their data blocked or erased will be complied 
with by the Commission within 60 working days as from receipt of the request. 


6. How do we protect and safeguard your personal data? 


All personal data in electronic format (e-mails, documents, databases, uploaded batches of 
data, etc.) are stored on the servers of the European Commission. All processing operations are 
carried out pursuant to the Commission Decision (EU, Euratom) 2017/46 of 10 January 2017 on 
the security of communication and information systems in the European Commission. 


In order to protect your personal data, the Commission has put in place a number of technical 
and organisational measures in place. Technical measures include appropriate actions to 
address online security, risk of data loss, alteration of data or unauthorised access, taking into 
consideration the risk presented by the processing and the nature of the personal data being 
processed. Organisational measures include restricting access to the personal data solely to 
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authorised persons with a legitimate need to know for the purposes of this processing 
operation. 


7. Who has access to your personal data and to whom is it disclosed? 


Access to your personal data is provided to the Commission staff responsible for carrying out 
this processing operation and to authorised staff according to the “need to know” principle. 
Such staff abide by statutory, and when required, additional confidentiality agreements. 


Recipients of the data:  


EU Commission will have access to the data of  


• sponsors participating in the pilot coordinated assessment  


• national competent authorities’ individuals participating in the pilot coordinated 
assessment. 


Sponsors: 


• may have access to participating national competent authorities' individuals data 


• and Commission staff data.  


They will not have access to other sponsors' data. 


National competent authorities will have access to:  


• sponsors' participating in the pilot data  


• other national competent authorities’ individuals participating in the pilot  


• and Commission staff data 


The information we collect will not be given to any third party, except to the extent and for the 
purpose we may be required to do so by law. 


8. What are your rights and how can you exercise them?  


You have specific rights as a ‘data subject’ under Chapter III (Articles 14-25) of Regulation (EU) 
2018/1725, in particular the right to access, your personal data and to rectify them in case your 
personal data are inaccurate or incomplete. Where applicable, you have the right to ask for 
erasure of your personal data, to restrict the processing of your personal data, to object to the 
processing, and the right to data portability. 
 
You have the right to object to the processing of your personal data, which is lawfully carried 
out pursuant to Article 5(1)(a) on grounds relating to your particular situation.  
 
You can exercise your rights by contacting the Data Controller, or in case of conflict the Data 
Protection Officer. If necessary, you can also address the European Data Protection Supervisor. 
Their contact information is given under Heading 9 below.  


Where you wish to exercise your rights in the context of one or several specific processing 
operations, please provide their description (i.e. their Record reference(s) as specified under 
Heading 10 below) in your request. 







 


9. Contact information 


- The Data Controller 


If you would like to exercise your rights under Regulation (EU) 2018/1725, or if you have 
comments, questions or concerns, or if you would like to submit a complaint regarding the 
collection and use of your personal data, please feel free to contact the Data Controller: 


European Commission  
Directorate-General on Health and Food Safety (DG SANTE) 
Unit SANTE.D3 – Medical Devices  
200 rue de la Loi 
B - 1049 Brussels  
Belgium 


Email address: SANTE-MED-DEV@ec.europa.eu  


  


- The Data Protection Officer (DPO) of the Commission 


You may contact the Data Protection Officer (DATA-PROTECTION-OFFICER@ec.europa.eu) with 
regard to issues related to the processing of your personal data under Regulation (EU) 
2018/1725. 
 


- The European Data Protection Supervisor (EDPS) 
 
You have the right to have recourse (i.e. you can lodge a complaint) to the European Data 
Protection Supervisor (edps@edps.europa.eu) if you consider that your rights under Regulation 
(EU) 2018/1725 have been infringed as a result of the processing of your personal data by the 
Data Controller. 


10. Where to find more detailed information? 


The Commission Data Protection Officer (DPO) publishes the register of all processing 
operations on personal data by the Commission, which have been documented and notified to 
him. You may access the register via the following link: DPO Register.  


This specific processing operation has been included in the DPO’s public register with the 
following Record reference: DPR-EC-06787. 


 



mailto:SANTE-MED-DEV@ec.europa.eu
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mailto:edps@edps.europa.eu

http://ec.europa.eu/dpo-register
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