CLASSIFICATION OF IN VITRO DIAGNOSTIC DEVICES

ACCORDING TO REGULATION (EU) 2017/746 (IVDR)
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(NO) >
(NO) >

Does the IVD device
detect the presence
of or the exposure to:

Is the IVD device intended to determine any Is the IVD device
of the following markers? intended for the
| following application?

Is the device
intended for
self-testing?

> Transmissible > Detecting
agents in transmitting
blood, blood " > ABO system [A Immunological agents
components, ce = (ABO1), B (ABO2), compatibility of Detecting
tissues or organs? AB (ABO3)J; blood, cells, tissue infectious agents
> Transm|55|blfe > Rhesus system or organs Pre-natal
agents causing a [RH1 (D), RHW1, screening
gfe thre?atenlng RH2 (), RH3 (E), > Companion
isease? RH4 (c), RH5 (e)]; diagnostics

Does the IVD device
determine the
infectious load of

a life threatening
disease?

@

> Kell system
[KelT (K)I;

> Kidd system [JK1
(Jka), JK2 (Jkb)];

> Duffy system [FY1
(Fya), FY2 (Fyb)]

@

Y

> Disease staging

> Management of
life-threatening
diseases

> Congenital
screening
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Does the IVD

device cover one

of the following

applications for

self-testing?

> Detection of
pregnancy

> Fertility testing

> Cholesterol level

> Glucose,
erythrocytes,
leucocytes

and bacteria
detection in urine

Can the IVD device

be allocated to one

of the following

categories?

> Laboratory use

> VD device
reagents

> Instruments

> Specimen
receptacles

(o) = 20O0ss Rule 6 m®ge Rule 7
v v

Is the IVD device
not covered by
any of the other
classification rules?

Does the IVD device
represent controls
without a
quantitative

or qualitative
assigned value?

A

A




