
Device Schedule: Class C devices

Class C devices Intended purpose
W0106 – Genetic testing

IVP3004 – In vitro diagnostic Devices which require knowledge of
chromosomal analysis

Chromosomal analysis device for the detection of
prenatal trisomy 13 & 21.

W0106 – Genetic testing

IVP3004 – In vitro diagnostic Devices which require knowledge of
chromosomal analysis

Chromosomal analysis devices for the detection of
acquired cancer-related chromosome alterations.


