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The RMS is the author of the Assessment Report. The Assessment Report is based on the validation by the RMS, and the verification during the EFSA peer-review process, of the information submitted by the Applicant in the dossier, including the Applicant’s assessments provided in the summary dossier. As a consequence, data and information including assessments and conclusions, validated and verified by the RMS experts, may be taken from the applicant’s (summary) dossier and included as such or adapted/modified by the RMS in the Assessment Report. For reasons of efficiency, the Assessment Report should include the information validated/verified by the RMS, without detailing which elements have been taken or modified from the Applicant’s assessment. As the Applicant’s summary dossier is published, the experts, interested parties, and the public may compare both documents for getting details on which elements of the Applicant’s dossier have been validated/verified and which ones have been modified by the RMS. Nevertheless, the views and conclusions of the RMS should always be clearly and transparently reported; the conclusions from the applicant should be included as an Applicant’s statement for every single study reported at study level; and the RMS should justify the final assessment for each endpoint in all cases, indicating in a clear way the Applicant’s assessment and the RMS reasons for supporting or not the view of the Applicant.
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[bookmark: _Toc361064454]Data on application and Efficacy
The headings in this section are aligned with the revised data requirements for PPP. However, for efficacy related elements, it is envisaged that only limited information will be provided to address the requirements of Article 4(3) of Regulation (EC) No 1107/2009. Detailed consideration of efficacy will occur in the subsequent product authorisation process when a full biological assessment dossier will be required. Therefore only limited efficacy information is required under the appropriate headings in line with the relevant guidance:
 – 	for new active substances “SANCO E3 WORKING DOCUMENT (Data requirements on efficacy for the dossier to be submitted for the approval of new active substances as defined under  Regulation (EC) No 1107/2009  contained in plant protection products)";
· for renewals - Guidance Document on the renewal of approval of active substances to be assessed in compliance with Regulation (EU) No 844/2012 Appendix II (SANCO/2012/11251).

The GAP table will cover elements of B.3.3 to B3.7 and, under some headings, it may be appropriate to:
· simply cross-refer to consideration of information in Volume 3 active substance and Volume 1 as appropriate (for example in relation to information on occurrence or possible occurrence of resistance)
· state that more detailed consideration of a particular aspect will be fully assessed in the context of subsequent applications for products authorisation. 


[bookmark: _Toc361064455]Field of use envisaged
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[bookmark: _Toc361064457]Details of intended use

	Crop and/or situation
(a)
	Member State
	Product Name
	F
G
I
(b)
	Pests or group of pests controlled
(c)
	Formulation
	Application
	Application rate per treatment
	PHI (days)
(m)
	Remarks


	
	
	
	
	
	Type
(d-f)
	Conc of a.i. g/kg
(i)
	Method kind
(f-h)
	Growth stage and season
(j)
	Number min max
(k)
	Interval between applications
(min)
	Kg a.i./hl min max
(g/hl)
(l)
	Water l/ha min max
	Kg a.i./ha min max (*)
(g/ha)
(l)
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



	*	For uses where the column „Remarks“ in marked in grey further consideration is necessary. Uses should be crossed out when the notifier no longer supports this use(s).
(a)	For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b)	Outdoor or field use (F), greenhouse application (G) or indoor application (I)
(c)	e.g. biting and suckling insects, soil born insects, foliar fungi, weeds
(d)	e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
(e)	GCPF Codes – GIFAP Technical Monograph N° 2, 1989
(f)	All abbreviations used must be explained
(g)	Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
(h)	Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant – type of equipment used must be indicated
	(i)	g/kg or g/L. Normally the rate should be given for the active substance (according to ISO) and not for the variant in order to compare the rate for same active substances used in different variants (e.g. fluoroxypyr). In certain cases, where only one variant synthesised, it is more appropriate to give the rate for the variant (e.g. benthiavalicarb-isopropyl).
(j)   Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN    3-8263-3152-4), including where relevant, information on season at time of application
(k)	Indicate the minimum and maximum number of application possible under practical conditions of use
(l)	The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha
[bookmark: _GoBack](m)	PHI - minimum pre-harvest interval
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[bookmark: _Toc361064458]Application rate and concentration of the active substance



[bookmark: _Toc361064459]Method of application



[bookmark: _Toc361064460]Number and timing of applications and duration of protection



[bookmark: _Toc361064461]Necessary waiting periods or other precautions to avoid phytotoxic effects on succeeding crops


[bookmark: _Toc361064462]Proposed instructions for use
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[bookmark: _Toc361064464]Information on the development of resistance


[bookmark: _Toc361064465]Adverse effects on treated crops


[bookmark: _Toc361064466]Observations on other undesirable or unintended side-effects


[bookmark: _Toc361064467]References relied on

In every chapter (B.1, B.2, etc) in Volume 3 (PPP) the reference relied on heading should start with a cross reference to the corresponding heading in Volume 3 (AS) where it is indicated how the literature search was carried out and if this is considered acceptable. It is not considered necessary to duplicate that information in this volume However if there are specific remarks related to the way PPPs were handled in the literature search these should be made in this volume Relevant literature would be evaluated and assessed in the normal way within each section.

For (draft) renewal assessment reports the reference lists at the end of each section/chapter (sorted by data requirement) should include the newly submitted data relied upon as well as those original submitted tests and studies that are still considered relevant to support the application for renewal. However these studies should be clearly identified in the reference list as well as in the individual study sections. This could be done by consistent use of a statement for each study:
Previous evaluation: responded “N.A”. for NAS, “Submitted for the purpose of renewal”, or “In DAR (year)”, “In addendum to DAR (year)” or any other appropriate


	Data Point
	Author(s)
	Year
	Title
Report No.
Document No.
Source (where different from company)
GLP/ Officially recognised testing facilities2,3
Published or not
	Vertebrate study
Y/N
	Data protection claimed
Y/N 
	Justification if data protection is claimed
	Owner
	Previously used1
Y/N
If yes, for which data point?

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1 In order to facilitate the compilation of the final list of the tests and studies relied upon and the corresponding data protection, indicate whether the study was used in the previous DAR/RAR or, when the information is available, whether the study was already submitted in the framework of national authorisations.
2 See Art.3 of Annex of Regulation No 283/2013 and 284/2013
3 The RMS shall check that the GLP statement has been properly signed in the study report, that the study results are properly reported in accordance with GLP standards and following the relevant guidance by OECD on the review of the GLP status of non-clinical safety data (currently under development).
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