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Management of in situ generated active substances in the context of the BPR
The case of ozone

1) With regard to the in situ generation of ozone for use as a biocidal product, two situations must be distinguished depending on the precursor used in the system:

a) ozone generated from pure oxygen supplied with a view to generate ozone for a biocidal use. In that case, pure oxygen will be regarded as the biocidal product as it is supplied with the intention of having a biocidal action and therefore meets the definition of a biocidal product as laid down in Article (3)(1)(a) first indent of the BPR. 
b) ozone generated from ambient air, water or pure oxygen not supplied with a view to generate ozone for a biocidal use. In that case, ozone will be regarded as the biocidal product, pursuant to Article (3)(1)(a) second indent, as there is no precursor supplied with the intention of having a biocidal action. 

2) With regard to the active substance, in all cases 'ozone generated from oxygen' will be regarded as the active substance and will need to be approved.

3) It is also important to recall that ozone generated from pure oxygen supplied with a view to generate ozone for a biocidal use was already within the scope of the BPD. However, as ozone generated from oxygen or even ozone were not supported under the review programme of existing active substance, pure oxygen can no longer be supplied with a view to generate ozone for a biocidal use.

4) On the other hand, ozone generated from ambient air, water or pure oxygen not supplied with a view to generate ozone for a biocidal use (e.g. generic oxygen canister) was not within the scope of the BPD.

5) These systems are however now covered under the scope of the BPR. Accordingly, applications for the approval of ozone generated from oxygen as an active substance and its authorisation as a biocidal product will have to be made on the basis of and in accordance with Article 93 of the BPR if ozone generated from ambient air, water or pure oxygen not supplied with a view to generate ozone for a biocidal use is to be used for a biocidal purpose beyond 1 September 2017, in accordance with Member States national rules.

6) Therefore, pure oxygen not supplied for the purpose of generating ozone for a biocidal use but used for that purpose (e.g. generic oxygen canister) can be placed on the market for the in situ generation of ozone and more importantly in situ generated ozone can be used for a biocidal use:

a) until 1 September 2017, if no application for the approval as an active substance of ozone generated from oxygen is submitted by 1 September 2016,

b) until the deadlines provided in Article 89(2), (3) and (4) of the BPR, if an application is submitted. 

7) In the event an application for the approval of ozone generated from oxygen is submitted and validated by the evaluating Competent Authority, companies making available on the market pure oxygen for the purpose of generating ozone will have to comply with the provisions of Article 95.

8) For ozone generated from ambient air, water or pure oxygen not supplied with a view to generate ozone for a biocidal use, the provisions of Article 95 would not apply, even after the submission of an application for the approval of ozone generated from oxygen, as in this case no biocidal product consisting of, containing or generating a relevant substance is made available on the market. 

9) With regard to ozone from pure oxygen supplied with a view to generate ozone for a biocidal use, the transitional measures provided for under Article 89 are no longer applicable to pure oxygen when supplied with a view to generate ozone for a biocidal use.

a) These biocidal products can therefore not be placed on the market.

b) They could however be placed on the market again subject first to the approval of the active substance (‘ozone generated from oxygen’) and second to their authorisation.

10) Finally, with regard to the authorisation holder, pure oxygen suppliers, device manufacturers, end-users themselves can apply for and be the holder of the authorisation under the BPR. 

11) The Commission services invite Member States to discuss and endorse this note.
� The provisions of Article 95(2) do indeed not cover biocidal products generated from other precursors than those supplied to the user with the intention of destroying, deterring, rendering harmless, preventing the action of, or otherwise exerting a controlling effect on an harmful organism.
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