s C . Requirement to obtain Ethics
Participating Coordinating Fees approval prior to the
Member States Member States’ . . )
application at national level
Austria yes full yes
Belgium yes full no
Czech Republic no full yes
Estonia no full yes
Finland no full yes
France yes no fees no
Germany no full yes
Greece no full no
Hungary no full yes
Ireland yes no fees no
Latvia no full no
Lithuania no full no
Luxembourg no full no
Netherlands no full no
Norway no no fees no
Poland yes full yes
Portugal no full no
Romania no full yes
Slovenia no full yes
Sweden yes full no

"The MDR/IVDR uses the term Coordinating Member State while the CTR uses Reporting Member State. To facilitate the future coordination of all activities related to

combined studies, the acronym RMS will be used for practical purposes in the context of coordinated assessment also for MDR and IVDR.

2 Please see FAQ




