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Standardising the Efficacy Testing of
Reprocessing Procedures for Semi-Critical
Medical Devices. A Case Stuady Using
UV-C Chambers for Ultrasound Probes

INTRODUCTION

Reusable semi-critical medical
devicessuchasultrasound probes
and endoscopes require effective
reprocessing to prevent health-
care-associated infections. Tradi-
tionalapplicationsincludewiping,
soaking, and washer-disinfectors,
but recently UV-C-based disinfec-
tion is used for this purpose. De-
spite its growing use, efficacy test
standards have not kept pace with
these advances, and applicability
of EN 14885 standards for chem-
ical disinfectants is questionable,
creating an unclear efficacy eval-
uation for UV-C performance un-
der practical conditions.

METHOD

We propose a novel method
for assessing UV-C disinfection
chambers using clinically rele-
vant microorganisms specified
in EN 14885, EN 16615, and EN
17846: the bacterium Staphylo-
coccus aureus, bacterial spores of
Clostridioides difficile, the yeast
Candidozyma auris and the fun-
gus Aspergillus brasiliensis, plus
UV resistant species Micrococcus
luteus and Acinetobacter radiore-
sistens. Anew carrier was selected
basedonsize, shape, and material
of target devices, providing a re-
alistic challenge. The contamina-
tion method and acceptance cri-
teria were aligned with EN 16615
and EN 17846 phase 2 tests for
chemical surface disinfectants.

RESULTS

Testing demonstrated the method achieved acceptable recovery and quantification of log reductions per EN
standards. Manual disinfection achieved a significantly greater reduction in S. aureus compared with UV-C
disinfection (Mann Whitney U test, p = 0.0045,*%).
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CONCLUSION

- The UV-C disinfection chamber evaluated did not meet the required acceptance criteria for all tested mi-
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- These findi

tion ensurl

ng correct application conditi

ting insufficient microbial reduction under realistic conditions.
ngs suggest that UV-C, despi

te its broad antimicrobial activity, requires practice-like qualifica-

ons (time and dose)

- Development of a dedicated standard defining test criteria for UV-C devices is critical for patient safety.
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