New IVD regulation
Impact on manufacturers

€ 600 mio

Proposal of European
Commission 2012*

€ 1.474 bn

Proposal of the Council of
the European Union 2015*

Estimated additional costs for the European IVD industry
(five-year period)

The proposed IVD regulation lays down rules concerning the placing
on the market of in vitro diagnostics. The proposal of the Council would
burden the industry with more than two billion euros.
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