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ADDITIONAL COMMENTS ON QUESTIONS IN STAKEHOLDER SURVEY
Please find below some additional input on some of the questions in the Stakeholder Survey. In numerous cases, simple tick box responses do not provide relevant information and may be misleading. The following additional information clarifies the intent of the ECPA response to specific questions.

	Question
	Additional clarification

	16
	The two regulations do provide a framework that meets the objectives of human health and environmental protection; improvement are still possible at the use level to meet these objectives in practice. In terms of competitiveness of agriculture and facilitating international trade, the legislation introduces unnecessary hurdles that are unnecessary to meet the safety objectives of the legislation.

	39
	We fully support the need for strict criteria and we believe that the criteria are in general appropriate. Hazard based criteria are not suitable for risk assessment and their removal would not result in a ‘less strict’ process when it is based on a risk assessment 

	43
	The categorisation process does provide additional protection in addition to the full risk assessment of active substances. A less stringent process for low-risk and basic substances has little or no impact on protection levels, but we do believe that consideration is needed to have a broader definition of low-risk substances to support a simplified regulatory process. Regarding product availability, the general categories do not have an impact but the candidates for substitution will negatively impact the availability of products on the market.

	60
	[bookmark: _GoBack]ECPA has provided an evaluation report of timelines for decision making which answer parts of question 59. Please note that the time given is for decisions that have actually been taken – there are many late pending dossier evaluations which would substantially increase the time taken for decisions. Where we have responded ‘don’t know’ this also covers situations where FVO data is available.

	67
	In the third question, you ask for data on authorisation of PPP and mutual recognition. The information provided is for first authorisation. The cost for Mutual Recognition would be much lower (administration costs ony).

	68
	It is extremely difficult to answer this question without additional guidance. It has been assumed that this includes the costs of regulatory record keeping, and therefore exceeds 15% as mentioned.

	81
	Article 62 has led to a situation where more vertebrate studies are being shared between authorisation holders. The amount of animal testing has however increased substantially with requests for additional data, in particular during the peer review process of active substances. In many cases, animal testing could be avoided if the weight of evidence evaluation of the rapporteur MS is accepted.

	89
	We mention in the response that the ‘Investment in Research in impacted ‘Very Negatively’. It should be stressed that we believe that the actual research related spending has increased but the high costs have a very negative impact on the range of research work which is focussed more narrowly on fewer products and crops.

	101
	While specific data protection is not required in the MRL Regulation, the data used for MRL setting should continue to be protected when submitted to support a product authorisation under Regulation 1107/2009.

	134
	As for question 68, it is extremely difficult to answer this question without additional guidance. It has been assumed that this includes the costs of regulatory record keeping, and therefore exceeds 15% as mentioned.
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