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Industry sectors covered by 
COCIR

COCIR covers 4 key industry sectors:
• Medical Imaging
• Radiotherapy
• Health ICT
• Electromedical

Our Industry leads in state-of-art advanced 
technology and provides integrated 

solutions covering the complete care cycle

COCIR is a non-profit trade association, founded in 1959 and having 
offices in Brussels and China, representing the medical technology 

industry in Europe
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33 COCIR Company Members



15 COCIR National Trade Associations Members



• High Level Contribution Level 1 
– Summary focusing on 13 topics 
(available on website) 
http://www.cocir.org/uploads/media/COCIR_High
_Level_Contribution_on_the_proposal_for_MDR_-
_07_September_201....pdf

• Dedicated Level 2 documents 
on Vigilance, Medical Software 
and CS/Standardisation. Those 
are not for public but are 
updated/shared on regular basis 
with EU Institutions
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COCIR Dedicated Efforts on 
Medical Devices Regulation

http://www.cocir.org/uploads/media/COCIR_High_Level_Contribution_on_the_proposal_for_MDR_-_07_September_201....pdf


 Standards contribute to public health by providing a
complementary tool to support regulatory framework at
Global level as well as at EU level

 Standards are developed and constantly updated with
contribution of stakeholders

 COCIR recommends to maintain the central role of
harmonized standards as per current New Approach and use
common specifications only where no harmonized standard
exist or where there is a need to address public health
concerns, ensuring input by all stakeholders

 COCIR is in favor of EP amendment of Art 7(1)
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1. Harmonised standards and 
Common Specifications



• COCIR/DITTA active at International and European level

• COCIR consider important to have harmonized
regulations across Europe and beyond

• Regarding indirect medical purpose (Art2.1):

 COCIR recommends to delete the term ‘indirect’ or
define its scope

• Regarding risk classification:

 COCIR calls for proper classification rules in Annex
VII based on risk class to ensure clarity and
international convergence
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2. Software: Indirect medical 
purpose and risk classification



Post-market activities are of high importance and will have
direct consequences on the administration at country level

Thus, COCIR recommends to:

1. Keep the scope limited to ‘serious’ incidents

2. Ensure clarity and consistency of reporting time frame
(e.g. 15 days after becoming aware of the incident is too
short)

3. Introduce a tailored post-market surveillance system
taking into account the medical device’s life cycle
(differences between single use devices and multi-usage
equipment)

4. Clear obligations must be defined for economic operators
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3. Vigilance



COCIR highlights:

• The importance of having an adopted MDR timely supported
by relevant implementing legislation and/or guidance

• The availability of Notified Bodies (avoid bottle necks)

• Concern on legacy products as we need to ensure continued
availability of well established technologies delivering value-
add to citizens

Thus, Industry/Manufacturers need a reasonable preparation
period. 3 years can only suffice if they can make meaningful
preparations throughout this period, starting from the
availability of the implementing legislation
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4. Transition period



Thank you for your attention!
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