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Pilot coordinated assessment for Clinical

Investigations and Performance Studies



Scope

• Member States, with support from the European Commission, are launching a pilot
coordinated assessment for clinical investigations and performance studies under
MDR (Article 78) and IVDR (Article 74).

• This pilot allows sponsors to submit a single application, ensuring smoother and
more harmonized approvals across multiple Member States.

• By participating, sponsors will help develop an efficient EU-wide system for
coordinated assessments before its mandatory implementation.

• The goal is to create a clear, consistent, and transparent process, reducing
administrative burdens while improving collaboration across Member States.



Benefits for the sponsor 

Simplified information 
request

Consistent assessments

Efficient document 
management

Coordinated 
modification

Faster decisions

Unified engagement

.

Enhanced transparency & 
harmonization

Streamlined communication 

with all involved EU countries, 

reducing delays.

Increased visibility in the 

evaluation process and 

coordination of national practices. 

A smoother and less 
complicated request for 

information.

Reducing discrepancies 
that may arise from varying 

national practices.

Fewer submissions required 
during assessments.

Smoother handling of 
substantial modifications.

Accelerated national-level 
approvals. 



 Sponsor’s call
Launched on 6th of February.

*the call for IVD will be opened at a later stage*

Website
CIE Webpage which includes the sponsor’s call. 

 Expression of interest
To be submitted via email to join the pilot.

 How to use sCIRCABC
Guide and tutorials on using the sCIRCABC 

platform for the pilot.

Sponsor pre-submission meeting
Virtual meeting with the MS and the secretariat.

 Sponsors’ feedback
Process for collecting feedback on the pilot 

coordinated assessment.

SOP
The standard operating procedure made 

available to sponsors.

The secretariat 
A dedicated team within the European Commission 

supporting the pilot.  

Sponsor’s package

https://health.ec.europa.eu/medical-devices-clinical-investigations-and-performance-studies/pilot-coordinated-assessment-cips_en


SOP 



Timeline for sponsors

January / February / March

2024 2025

Q4 2024 Q1 2025 Q2 2025 Q3 2025 Q4 2025

November / December April / May / June July / August / September October / November / December

Sponsor’s call and 

expression of interest 

preparation

Getting the first sponsor

Launch of the 1st callHow-to 

sCIRCA-BC

Launch of the 1st call

Pilot with 

first sponsor

Pre-

submission 

meeting

Sponsor’s 

feedback

Website

Parallel assessments 



CIE website







For any questions regarding the pilot coordinated assessment, please contact

the secretariat at SANTE-CA-CIPS@ec.europa.eu.

Contact 

mailto:SANTE-CA-CIPS@ec.europa.eu


Do you have any questions?



Questions received so far 

What would be the targeted timelines for submitting the clinical investigation

documentation needed for the pilot?

Will sponsors volunteering to participate to the pilot also have to submit applications via

the current processes/procedures in each Member State?

Is it foreseen that substantial amendments of the clinical investigation in scope of the pilot

will also be treated in a coordinated manner?

If a clinical investigation approved under the MDD and currently on hold in multiple

Member States is set to restart with substantial modifications, would it be eligible for the

pilot coordinated assessment?

For more information, please see the FAQ on our website.

https://health.ec.europa.eu/document/download/7ee00635-08dd-4c24-b892-74fc8eebfb54_en?filename=md_ci_pilot-ci-ps_faq_1.pdf


On our side

• What aspects of the pilot coordinated assessment do you find the most valuable and

useful so far?

• Are there any areas where additional guidance or clarification would be helpful for

participation in the pilot?

• What factors would encourage broader participation in the pilot from your

perspective?

• How do you see the pilot coordinated assessment fitting into your organization’s

existing processes or resource allocation?



Thank you! 

Contact: SANTE-CA-CIPS@ec.europa.eu

mailto:SANTE-CA-CIPS@ec.europa.eu
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