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Lactose tablets for vaginal use

Background:
[bookmark: _GoBack]The product is a non-sterile vaginal tablet consisting mainly of lactose: App. 99 % lactose monohydrate, Ph. Eur grade. The intended purpose is reduction of unpleasant vaginal odour and discharge associated with bacterial vaginosis, and relief of vaginal irritation and soreness. Recommended use is one tablet daily. 
The mode of action is that the lactose is a nutrient for the ingenious flora of lactic acid bacteria while the organisms causing bacterial vaginosis (Gardnerella vaginalis and others) do not grow on lactose. The ingenious flora produces components with adverse effect on Gardnerella and others: Lactic acid, the main product of the fermentation of lactose, and eventually other natural biocides.

Outcome:
The lactose tablet achieves its principal intended action by metabolic means in or on the human body, as the consumption of the lactose by the lactic acid bacteria is a metabolic process and the ingenious lactic bacteria is seen as a part of the human body, ref. note 4 in MDCG 2022-5 Guidance on borderline between medical devices and medicinal products under Regulation (EU) 2017/745 on medical devices, section 1.2.2.
Even though the product fulfills the first indent in the definition of a medical device in Regulation (EU) 2017/745 on medical devices, article 2 (1) (prevention, treatment or alleviation of disease), it is excluded from the definition because its principal intended action is by metabolic means.
The product therefore does not qualify as a medical device.

