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note for guidance 

This document is an attempt to provide guidance in the interest of consistency, and has been drafted by the Commission services responsible for biocidal products with the aim of finding an agreement with all or a majority of the Member States' Competent Authorities for such products. Please note, however, that Member States are not legally obliged to follow the approach set out in this document, since only the Court of Justice of the European Union can give authoritative interpretations on the contents of Union law.

Subject:
Relevance of new guidance becoming available during the process of authorisation and mutual recognition of authorisations of biocidal products
1. Document purpose

(1) This paper addresses the issue of relevance of new guidance that may have become available during the process of product authorisation and mutual recognition. It seeks to set out a harmonised approach among CAs by proposing common "cut-off dates", after which alignment with any new guidance should, in principle, not be required.
(2) The paper does not address the question of transition to new legal requirements for product authorisation, such as the new requirements in the Biocidal Products Regulation to take into account data on endocrine-disrupting properties, since measures for such transition are normally set out in the new legal instruments themselves.
2. Legal constraints and policy considerations
(3) According to Article 5 of the Biocidal Products Directive ('BPD'), a biocidal product shall be authorised only if it is established, in the light of current scientific and technical knowledge, that the product is sufficiently effective and has no unacceptable effects. Furthermore, Article 8(2) of BPD prescribes that the dossiers submitted for product authorisation must fulfil the data requirements of Annexes IIA, IIB, IIIA and IIIB in the light of current scientific and technical knowledge.

(4) The interest in founding product authorisation decisions on the latest scientific knowledge is self explanatory with reference to BPD's objective of protecting health and the environment. On the other hand, the interest in providing businesses with a manageable and predictable procedure for placing products on the internal market calls strongly for flexibility. It is also noted that all product authorisations are limited in time, and that renewals must be substantiated with new data.
(5) In the light of this, the legal requirement to base decisions on "current scientific and technical knowledge" allowing for certain flexibility, this is one of those cases where a balance has to be found between precaution and market functioning. In the absence of precise legal rules in this respect, it appears unavoidable that this balance ultimately has to be found on a case by case basis. However, in the interest of harmonisation and transparency, this guidance seeks to provide as precise recommendations as possible based on the input provided by Member States, without risking unfairness or unacceptable damage to health or the environment in individual cases.
3. Conclusion
3.1. The default option – When data collection is expected to start
(6) An appropriate starting point for avoiding duplication of tests and efforts is the date when an applicant for product authorisation can reasonably be expected to start collecting data. In most cases, reliance on guidance published (or - if the guidance explicitly provides for an application date later than the date of publication - applicable) by that date can be expected to provide a sufficient level of protection until a renewal of the authorisation is due.
(7) As a default rule, competent authorities should therefore accept data based on the latest available guidance published (or applicable) on the date when the applicant can reasonably be expected to start collecting data, and not require re-alignment to any subsequently published guidance for the purpose of granting authorisation or mutual recognition. Nevertheless, the fact that no re-alignment is required should not prevent an applicant from making such re-alignment on a voluntary basis, in which case the outcome of that assessment should be respected.
(8) The proposed default cut-off dates based on this principle are the following:

· In the case of an application for a first authorisation, the default cut-off date should be the two years before the date of submission of the application. 
· The same cut-off date, i.e. two years before the date of submission of the application for the first authorisation to the RefMS, should apply to an application for a mutual recognition. Since, in any event, most CMSs do not grant mutual recognition beyond the expiry of the first authorisation granted in the RefMS, the data will not become more outdated in the CMS than in the RefMS even if the request for mutual recognition is submitted very long after the first authorisation is granted.
· In the case of an application for renewal of an authorisation, in order to allow applicants to collect data for submission of an application for renewal – which will have to be submitted 18 months before the expiry of the current authorisation – the default cut-off date should be three and a half years before the expiry of the current authorisation.

3.2. The fall-back option – any time before the authorisation

(9) There may be cases where scientific progress shows that the reliance on old guidance gives rise to serious concern. In such cases, it may, on balance, be most appropriate to require alignment with new guidance. Although it would be desirable to define criteria for such concern beforehand, it would be impossible to establish anything like an exhaustive list.
(10) As a point of departure, it is noted that Article 7 of BPD provides for cancellation of authorisations, i.a., in cases where the conditions of authorisation are no longer satisfied. A Member State could have recourse to this provision for the cancellation or modification of an authorisation in case a major concern arises in the light of new scientific and technical knowledge, which was not known at the time of authorisation. It can be argued that the same level of concern should justify the need to request alignment to new guidance for not-yet-authorised products, since the same environmental and health issues are at stake regardless whether a product is already authorised or just about to be authorised.

(11) Member States should therefore request alignment to guidance published (or applicable) after the default cut-off dates mentioned above only if justified by scientific development giving rise to a level of concern that would trigger revision of existing authorisations.
(12) A Member State considering using this fall-back option should immediately bring up the matter in an electronic consultation and/or the PA&MRFG, in order to seek a common approach between all Member States.
