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8 Endpoints
8.1 Classification of medical devices

8.1.1 For critical and semi-critical medical devices categorized by the i
i shall be i by visual ination of all and surfaces in contact
with soil, as well as detection of at least two quantitative, clinically relevant analytes using validated
analytical method(s).

8.1.2  For non-critical devices i by i ificati leaning shall be at a
inil by visual ination of all and surfaces that could come in contact with soil.

NOTE  Some non-critical devices can represent a higher level of risk for the presence of residuals below visually detectable levels,
and in these cases the qualitative or quantitative detection of analytes can be appropriate (see Annex A.8).

8.2  General acceptance criteria
8.21  After cleaning, the device shall be free of visible contamination.

Depending on the device, it may be necessary to disassemble the medical device to conduct a thorough visual
inspection of intemal surfaces.

8.2.2  For an acceptable quantitative analysis, the result of the selected analyte endpoint(s) shall not exceed
the acceptance criteria listed in Table 1 for each test sample.

8.2.3  Use of alternative analytes not listed in Table 1 are not recommended. If an alternative analyte is used

to the ofa process, then use of that analyte shall be scientifically
justified, and the method should be validated.
Table 1 criteria for
Clinically Relevant Analyte A Criteria

Protein <6.4 pglem?

Total Organic Carbon < 12 pg/cm?

Carbohydrate < 1.8 pg/cm?

3 < 2.2 uglem?

T (ATP) <22 femtomolesl

8.3 Process residuals

Arisk analysis shall be documented to demonstrate that the risk of residual process chemicals has been reduced to
acceptable levels and does not impact the next processing steps (if applicable).

- N

-AAMI ST98:2022(ZFLV T,
Endpoints®Acceptance
criteria

BUNOE ., EARERRE. R
KIEH. NESTDEY  ATP,
HIELTIRIOEEF L,

-Annex A
Guidance on the application
of the normative requirement
FEITOVTOREER,

A.8 Endpoints

A.8.1 Classification of medical
devices

A.8.2 General acceptance criteria

A.8.3 Visual inspection

A.8.4 Analytes

A.8.4.1 Clinically relevant analytes
a) Protein

b) Total Organic Carbon

c) Carbohydrates

d) Hemoglobin

e) Adenosine triphosphate (ATP)

A.8.5 Process residuals
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