Section 4: Comparator

4.1 Applicability of section 4

Is there a comparator included in the performance study?

[ves I No

If yes, the section form 4.2 needs to be completed.

4.2 Type of comparator

L1 InVitro Diagnostic Medical Device

[] Other, please specify:

4.2.1 In Vitro Diagnostic Medical Device as comparator

Is the comparator in vitro medical device CE marked?

[yes [CINo

within the scope of its CE mark?

Clyes 1 No

If yes, will the CE marked comparator in vitro medical device be used in the performance study

Generic denomination:

Device trade name:

Model:

Device name:

European Medical Device Nomenclature (weblink):

Medical device classification: [ciassa
Class B
Class C
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https://webgate.ec.europa.eu/dyna2/emdn/Z1206

Classification rule:

Rule 3 - monitoring of levels of medicinal products, substances or biological components, when there is a risk that an erroneous result will lead to a patient manageme
Rule 3 - pre-natal screening of women in order to determine their immune status towards transmissible agents

Rule 3 - screening for congenital disorders in new-born babies where failure to detect and treat such disorders could lead to life-threatening situations or severe disabil
Rule 3 - screening for congenital disorders in the embryo or foetus

Rule 4 - near-patient testing

Rule 4 - self-testing
Rule 5 - general laboratory use with no critical characteristics

Rule 5 - specifically to be used for in vitro dianostic procedure

Rule 5 - specimen receptacles

Rule 6 - Other - no covered by rule 1to 5

Rule 7 - controls without a quantitative or qualitative assigned value

Device description:

Intended purpose:

Does the comparator device include tissues, cells, and substances of animal, human or microbial
origin?

[1Yes [INo

If yes, please provide further information on the tissues, cells, substances of human, animal or
microbial origin:

Additional comparator for performance could be added by using a duplicated section 3, in
appendix to this application form.
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