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DRAFT ROYAL DECREE 
/2016 AMENDING ROYAL DECREE 951/2014 OF 14 NOVEMBER 2014 REGULATING THE MARKETING OF CERTAIN PLANT PROTECTION PRODUCTS.
Royal Decree 951/2014 of 14 November 2014 regulating the marketing of certain plant protection products includes in its scope of application, specifically in Article 1(2), that it includes biological control organisms, traps and other monitoring media or devices that are not directly linked to pest control. Additionally, Article 1(3)(a) indicates that it expressly excludes from the scope of application those substances, products and preparations which fall under the scope of application of Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC.
The inclusion of these two paragraphs was in response to the Detailed Opinion issued by the European Commission during the processing of the royal decree, within the framework of the procedure of technical rules and regulations pursuant to Royal Decree 1337/1999 of 31 July 1999 regulating the referral of information in the area of technical rules and regulations and regulations related to information society services.
Once the regulation was approved, the entries of all communications for products that did not fall within its scope of application were removed from the register, and therefore all monitoring media that included active substances governed by Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 were also removed. This situation meant that a large number of monitoring media that were used in Integrated Pest Management were eliminated, making them in many cases impossible to implement correctly (particularly with respect to the obligations set forth in Article 14 of Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a framework for Community action to achieve the sustainable use of pesticides). For this reason, at the end of 2015 a new interpretation of the Detailed Opinion was requested from the European Commission to determine whether certain active substances governed by Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 may be placed on the market under Royal Decree 951/2014 of 14 November 2014 as monitoring media.
In response to the consultations, and in interpretation of the Detailed Opinion, the European Commission indicated that semiochemicals (including pheromones) are exempt from registration under Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 provided that they are used as monitoring media, with monitoring understood as the setting of several traps per hectare, an approach which is reflected in the orientation document on active semiochemicals used in plant protection products. 
In light of the indications made, it is considered appropriate to amend Royal Decree 951/2014 of 14 November 2014 to account for the interpretation of the community authorities with respect to monitoring media. 
This provision has been drawn up having consulted with the autonomous communities and representative bodies from the sectors it affects.
This royal decree has been subjected to the procedure provided for in Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services, and Royal Decree 1337/1999 of 31 July regulating the referral of information in the area of technical rules and regulations and regulations related to information society services.
In witness whereof, at the proposal of the Ministers for Agriculture, Food and Environment and for Health, Social Services and Equality, with the prior approval of the Minister for Treasury and Public Administrations, in agreement with the Council of State and by resolution of the Council of Ministers at its meeting held on ……… 2016, 
I HEREBY DECREE THE FOLLOWING:
Single article. Amendment of Royal Decree 951/2014 of 14 November 2014 regulating the marketing of certain plant protection products.
Royal Decree 951/2014 of 14 November 2014 regulating the marketing of certain plant protection products is amended as follows:
One. A new section 5 is added to Article 1, with the following content:
‘5. Notwithstanding the provisions of Article 1(3), the scope of application of this royal decree shall include monitoring media containing semiochemicals, including pheromones, recognised as active substances within the framework of Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 and included in the annex to Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active substances.
In this respect, semiochemicals means all substances or mixtures of substances emitted by plants, animals or other organisms that cause a behaviour or a physiological response in individuals from the same or other species.’
Two. Article 2 is replaced with the following:
'Article 2. Requirements.
1. The requirements for the placing on the market of PPPs regulated by this Royal Decree are as follows:
a) They must be effective for the uses and crops for which they are intended, under the recommended conditions of use.
b) In the conditions of use referred to in a), they must comply with Article 45(1) of Law 43/2002 of 20 November 2002 on Plant Health.
c) Their components must be of due quality or purity and, as a whole, each PPP must comply with the specifications declared by its producer or manufacturer.
For the purposes of the requirements set out under a), b) and c), the manufacturer or commercial operator must possess reports, tests or additional relevant documentation showing compliance with these requirements. 
2. In addition to the indications given in the previous point, the manufacturer or commercial operator of monitoring media or devices whose conditions of use, described in the relevant section of the communication, exceed 3 traps or diffusers per hectare, must hold the relevant supporting documentation stating that the number of traps/diffusers per hectare proposed for the use of the product serves for monitoring purposes only, and therefore the proposed use falls outside the scope of application of Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009.
In this respect, supporting documentation shall be considered, without limitation, as a report or study issued by an officially recognised entity regulated by the Order of 11 December 1995 laying down provisions relating to authorisations for studies and trials with plant protection products, or an equivalent entity in another State, or a study or report carried out by a renowned scientific entity, university or professional or found in bibliographic references.’
Three. A new paragraph is added at the end of Article 5(2), with the following content:
‘Moreover, in the case of monitoring media, the label or, if due to its nature it has no label, the information required for its correct use and maintenance provided with the sale of such media, must specifically indicate the maximum number of traps or diffusers to be used per hectare.’
Single final provision. Entry into force.
This royal decree will enter into force the day after its publication in the Official State Gazette.
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