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Question:

For production of custom moulded earplugs individual imprints of the user's ear canal and pinna are prepared by the manufacturer. Based
on this imprint the final PPE is produced by the manufacturer in his premises. About 5 % of custom moulded earplugs show a leakage
which results in a significant underprotection as studies showed. How can the conformity with the relevant basic health and safety
requirement of the regulation (EU) 2016/425 be tested?

Solution:

The number of cases, where leakage was found, can only by decreased, but never will disappear. As a tension of a facial muscle during
preparation of the imprint (duration is several minutes) can not completely be avoided and such a tension can change the shape of the ear
canal - e.g. by decreasing of ear canal diameter — the imprint will become too small. The final product will show a leakage and in turn a
significant and unknown reduction of the protective function. The user can not compensate the leakage by e.g. deeper insertion as he can
do using foam plugs. To guarantee the protective function as specified the only solution is to perform a final check of the function at the
user’s ear canal by the manufacturer. There are techniques available using e.g. little overpressure or loudspeakers and a probe
microphone. During EU type examination such a test has to be applied by the manufacturer as well as the test equipment has to be
described by the manufacturer, see Annex Il m) of the PPE regulation. The conformity of the description has to be assessed by the notified
body during the EU type examination.
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