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Over the last few years more attention has been paid to the cleaning procedure prior to disinfection and sterilization. Cleaning is most important for the successful sterilization of medical instruments.

With a growing awareness around cleaning, the validation of temperature and time is not enough to give identification about the efficacy of the cleaning process anymore. PrEN ISO 15883 specifies general performances for washer disinfectors (WDs) and their accessories, which are intended for use in the cleaning and disinfection of reusable medical devices, and specifies methods and instruments required for validation, routine control and monitoring and revalidation.

PrEN 15883 consists of four parts. Part 1 describes the general requirements, definitions and tests of the WDs for all types of medical devices. Part 2 focuses on WDs for processing surgical instruments and hollowware, part 3 is for human waste containers and part 4 refers to processing thermo labile endoscopes.

However the standard 15883 will help in the daily processing there are still many problems:

1. There is no world-wide agreement on the definition of cleanliness.

2. What to do with the test soils named in the Annex B and which one to choose?

3. The result of the test soils mostly will be verified by visual inspection and thus depends on the ‘human factor’. 

4. Can we rely on parametric release?

5. Does the use of PrEN 15883 assure a clean product?

