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In	 the	 context	 of	 the	 H2020	 project	 SPIDIA4P	 this	 paper	 on	 the	 relevance	 of

standards	on	sample	pre-analytics	particularly	in	the	context	of	the	new	in-vitro

diagnostic	 regulation	 (IVDR)	was	published.	Authors	 from	BBMRI.at	partner	Med

Uni	Graz	and	BBMRI-ERIC	contributed	to	it.
	

The	paper	provides

an	overview	of	the	European	MDR	and	IVDR

the	 relevance	 of	 pre-analytical	 parameters	 for	 product	 verification	 and

validation

An	overview	of	new	standards	on	sample	pre-analytics

A	discussion	of	challenges	in	complying	with	the	IVDR
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