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Ooo0ad Highly virulent pandemic influenza virus.
000 |High|y virulent influenza virus.
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O0200000031(Rulea) oo

Rule 3 covers a range of devices as reflected in its indents (a)-(m). Devices falling under Rule 3 (when



O0o0 not classified as Class D according to rules 1 & 2) are to be classified in class C,irrespective of the indent

applied.

It may be possible for a device to fall under more than one Rule 3 indent.

Where this is the case, the most appropriate indent should always be applied, based on the intended

purpose of the device.

Ooo0ad Rule 3 covers a range of devices as reflected in its indents (a)-(m). Devices falling under Rule 3 (when
not classified as Class D according to rules 1 & 2) are to be classified in class C, irrespective of the indent

applied.

It may be possible for a device to fall under more than one Rule 3 indent.
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The identification of patients may comprise a quantitative or qualitative determination of specific
markers.

Such specific markers can be present in healthy subjects and/or in patients.

The emphasis ©  before and/or during treatment’”  implies that CDxs may be intended to be applied

For a device to be def
Non-proprietary Nar

The identification of |
markers.

before a treatment with a corresponding medicinal product is initiated, or during treatment, to identify Such specific marker:

if (still) the patient is (a) likely to benefit from the corresponding medicinal product or (b) likely to be
at increased risk of serious adverse reactions.

Devices that are intended to be used for monitoring treatment with a medicinal product in order to
ensure that the concentration of relevant substances in the human body is within the therapeutic
window are not considered to be CDxs
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Annex |1 to this guide
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