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ABSTRACT

This document specifies procedures and test methods used to demonstrate the cleaning efficacy of washer-disinfectors
(WD) and their accessories intended to be used for cleaning of reusable medical devices.

NOTE 1 The requirements can be used for washer-disinfectors intended for use with other articles used in the context
of medical, dental, laboratory, pharmaceutical and veterinary practice.

NOTE 2 This document does not apply to the activities to be performed by the manufacturers of reusable medical
devices.
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cleaning process for medical devices

Covers the requirements to validate cleaning processes that are developed by the medical device
manufacturer for processing medical devices.
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8.1 Classification of medical devices

8.1.1 For critical and semi-critical medical devices according to the Spaulding classification, cleaning effectiveness
shall be determined by visual examination of all components and surfaces in contact with soil as well as anrd-
detection of at least two quantitative, clinically relevant analytes using validated analytical method(s).

8.1.2 For non-critical devices according to Spaulding classification, at a minimum, cleaning shall be assessed by
visual examination of all components and surfaces that may 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).

8.2 General acceptance criteria

8.2.1 After cleaning, the device shall be free of visible contamination.

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

8.2.2 When utilizing quantitative analysis, to be acceptable, the resulting analyte endpoint determined by the cleaning
validation testing shall not exceed the acceptance criteria listed in Table 1 for each test sample.

8.2.3 Current acceptance criteria for endpoints for clinically relevant analytes for many medical device types are given
in Table 1. Given the wide variety of device types, intended uses and clinical exposures, anticipated advances in
technology and advances in device designs and cleanability, it is expected that endpoints will become more refined,
with different endpoints for different medical devices.

Table 1—Acceptance criteria for endpoints

Clinically Relevant Analyte Acceptance Criteria
Protein < 6.4 ug/icm?
Total Organic Carbon <12 pg/cm?
Carbohydrate < 1.8 pg/lem?
Hemoglobin < 2.2 pglem?
Adenosine Triphosphate (ATP) < 22 femtomoles/cm?

8.2.4 Use of non-clinically relevant analytes is not recommended. If a non-clinically relevant analyte is used to
determine the effectiveness of a cleaning process, then use of that analyte shall be scientifically justified, and the
method should be validated.

8.3 Process residuals

A risk 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).
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