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This document is to be used by the applicant of a plant protection product for authorization at Member State level. It has been designed to provide guidance on the preparation of Part A of the draft registration report (dRR) and on the information required specifically for this section.

Notes: Text in turquoise shading provides general information/support and should be deleted when the document is finalized. Text highlighted in yellow should be changed as specified; it shows example text. Explanation may be added and text that is not relevant may be removed.
Fields shaded in grey are reserved for the Member State assessor and should not be filled in by the applicant.

PART A
RISK MANAGEMENT
1 Details of the application

This section should include the following info:

Reference to applicant details and summary of the additional information submitted for the national evaluation, e.g. any national models, risk mitigation etc.
1.1 Application background

Overall statement on context in which the dossier has been submitted, including details of the zRMS and the uses applied for in the ‘concerned’ MS (i.e. for whom is this Part A being written and for which uses are being applied).

1.2 Letters of Access

Summary of access to data (protected studies or third party studies)
1.3 Justification for submission of tests and studies

In accordance with Art. 33 (3) d, the reasons why the test and study reports submitted are necessary for first authorization or for amendments to the conditions of the authorization should be listed, if relevant.
1.4 Data protection claims

Summary of data protection claims 

e.g. Data protection is claimed in accordance with Article 59 of Regulation (EC) No. 1107/2009 as provided for in the list of references in Appendix 4.
2 Details of the authorization decision

2.1 Product identity

	Product code
	product code

	Product name in MS
	MS country marketing name

	Authorization number 
	xxxx – xx

	Function
	fungicide, or herbicide, or insecticide etc

	Applicant
	company name

	Active substance(s) 
(incl. content)
	active substance(s); xxx g/L or g/kg

	Formulation type
	formulation type [Code: e.g. SC/WG]

	Packaging
	size and packaging type, professional/non-professional user 

	Coformulants of concern for national authorizations
	coformulants of concern (if applicable)

	Restrictions related to identiy
	e.g. It should contain less than 0,1 % w/w benzene

	Mandatory tank mixtures
	mandatory tank mixtures (if applicable)

	Recommended tank mixtures
	recommended tank mixtures (if applicable)


2.2 Conclusion 

Insert information on the decision taken.
Examples (amend as appropriate):

The evaluation of the application for product name resulted in the decision to grant the authorization.

All uses applied for were authorised except for use(s) on insert crop(s) due to insert reason(s) for refusal.
or
The evaluation of the application for product name resulted in the decision to refuse the authorization. The reason(s) for the refusal is/are: insert reasons for refusal.
2.3 Substances of concern for national monitoring

Insert summary of available national monitoring data.
2.4 Classification and labelling

2.4.1 Classification and labelling under Regulation (EC) No 1272/2008 

The following classification is proposed in accordance with Regulation (EC) No 1272/2008:

	Hazard class(es), categories:
	e.g. Skin Sens. 1


The following labelling information is derived from the classification and to be mentioned in the safety data sheet. The information which is determined for the label is formatted bold:
	Hazard pictograms:
	e.g. GHS07, GHS08

	Signal word:
	e.g. Danger

	Hazard statement(s):
	e.g. H334, H335

	Precautionary statement(s):
	e.g. P304, P342

	Additional labelling phrases:
	To avoid risks to man and the environment, comply with the instructions for use. [EUH401]

	
	e.g. 'Contains xxx (CAS No. xxx). May produce an allergic reaction.' [EUH208]

	
	e.g. 'xxx percent of the mixture consist of ingredient(s) of unknown oral/dermal/inhalation toxicity.'


	Special rule for labelling of plant protection product (PPP):

	EUH401
	To avoid risks to man and the environment, comply with the instructions for use.

	Further labelling statements under Regulation (EC) No 1272/2008:

	e.g. EUH 208
	Contains isopyrazam. May produce allergic reactions

	e.g. EUH 208
	Contains POE-alcohol, C12-18 (unsaturated), mono-buthyl. May produce an allergic reaction.


Include the following text when reference to Part C is required (i.e. when referring to amounts and types of co-formulants, which is confidential):
See Part C for justifications of the classification and labelling proposals.
2.4.2 Standard phrases under Regulation (EU) No 547/2011 

Delete examples:
	SP 1
	Do not contaminate water with the product or its container (Do not clean application equipment near surface water/Avoid contamination via drains from farmyards and roads).

	e.g.SPe3
	To protect aquatic organisms/non-target plants/non-target arthropods/insects respect an unsprayed buffer zone of (distance to be specified) to non-agricultural land/surface water bodies.

	e.g. SPo5
	Ventilate treated areas/greenhouses thoroughly/time to be specified/until spray has dried before re-entry.


2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No 1107/2009)

	
	


2.5 Risk management

2.5.1 Restrictions linked to the PPP 

The authorization of the PPP is linked to the following conditions (mandatory labelling): 
	Operator protection:

	 respective code if available 
	national PPE requirements

	Worker protection:
	

	 respective code if available 
	national PPE requirements

	Integrated pest management (IPM)/sustainable use:

	 respective code if available 
	e.g. The risk of resistance has to be indicated on the package and in the instructions of use. Particularly measures for an appropriate risk management have to be declared.

	Environmental protection

	 respective code if available 
	buffer zones or other national risk mitigation

	Other specific restrictions

	 respective code if available 
	are there any other national requirements


The authorization of the PPP is linked to the following conditions (voluntary labelling): 
	Integrated pest management (IPM)/sustainable use:

	 respective code if available 
	e.g. The product is classified as non-hazardous to bees, even when the maximum application rate, or concentration if no application rate is stipulated, as stated for authorization is applied.


2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point 2.5.1 (mandatory labelling): 
	Integrated pest management (IPM)/sustainable use: 
	Relevant for use no.

	 respective code if available 
	e.g. The instructions for use must include a summary of weeds which can be controlled well, less well and insufficiently by the product, as well as a list of species and/or varieties showing which crops are tolerant of the intended application rate and which are not.
	use number from GAP table in 2.6

	Environmental protection:
	Relevant for use no.

	 respective code if available 
	e.g. The product may not be applied in or in the immediate vicinity of surface or coastal waters.  Irrespective of this, the minimum buffer zone from surface waters stipulated by state law must be observed.
	use number from GAP table in 2.6


2.6 Intended uses (only NATIONAL GAP)

The following table is supposed to be a subset of the uses listed in the GAP table of Appendix 1 in Part B Section 0. Guidance for completing the GAP table is annexed to that table.

	
	
	
	GAP rev.      , date: year-month-day

	PPP (product name/code):
	product name / code
	Formulation type:
	type (a, b)

	Active substance 1:
	active substance 1
	Conc. of as 1:
	conc. (c)

	Active substance 2:
	active substance 2
	Conc. of as 2:
	conc. (c)

	Active substance.…:
	active substance ...
	Conc. of as ….:
	conc. (c)

	Safener:
	safener
	Conc. of safener:
	conc. (c)

	Synergist:
	synergist
	Conc. of synergist:
	conc. (c)

	Applicant: 
	company
	Professional use:
	 FORMCHECKBOX 


	Zone(s):
	northern/central/southern/interzonal (d)
	Non professional use:
	 FORMCHECKBOX 


	Verified by MS:
	yes/no
	
	

	
	
	
	

	Field of use: 
	herbicide, fungicide, insecticide etc 
	
	


	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14

	Use-No. (e)

	Member state(s)

	Crop and/
or situation

(crop destination / purpose of crop)
	F, Fn, Fpn
G, Gn, Gpn
or
I
	Pests or Group of pests controlled

(additionally: developmental stages of the pest or pest group)
	Application
	Application rate
	PHI
(days)
	Remarks: 

e.g. g safener/synergist per ha 

(f)

	
	
	
	
	
	Method / Kind
	Timing / Growth stage of crop & season
	Max. number 

a) per use

b) per crop/ season
	Min. interval between applications (days)
	kg or L product / ha

a) max. rate per appl.

b) max. total rate per crop/season
	g or kg as/ha


a) max. rate per appl.

b) max. total rate per crop/season
	Water L/ha

min / max
	
	

	Zonal uses (field or outdoor uses, certain types of protected crops)

	1
	
	
	
	
	
	
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	
	
	
	
	
	
	

	Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)

	3
	
	
	
	
	
	
	
	
	
	
	
	
	

	4
	
	
	
	
	
	
	
	
	
	
	
	
	

	Minor uses according to Article 51 (zonal uses)

	5
	
	
	
	
	
	
	
	
	
	
	
	
	

	6
	
	
	
	
	
	
	
	
	
	
	
	
	

	Minor uses according to Article 51 (interzonal uses)

	7
	
	
	
	
	
	
	
	
	
	
	
	
	

	8
	
	
	
	
	
	
	
	
	
	
	
	
	


	Remarks

table heading:
	(a)
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)

(b) 
Catalogue of pesticide formulation types and international coding system CropLife 
International Technical Monograph n°2, 6th Edition Revised May 2008
 (c)
g/kg or g/l
	
	(d)
 Select relevant

(e)
Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

(f)
No authorization possible for uses where the line is highlighted in grey, Use should be crossed out when the notifier no longer supports this use.

	
	
	
	

	Remarks

columns:
	1
Numeration necessary to allow references

2
Use official codes/nomenclatures of EU Member States
3
For crops, the EU and Codex classifications (both) should be used; when relevant, the use 
situation should be described (e.g. fumigation of a structure)

4
F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional and non-professional greenhouse use, I: indoor application

5
Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar fungi, weeds) and the developmental stages of the pests and pest groups at the moment of application must be named.
6
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of equipment used must be indicated.
	
	7
Growth stage at first and 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 

8
The maximum number of application possible under practical conditions of use must be provided.
9
Minimum interval (in days) between applications of the same product
10
For specific uses other specifications might be possible, e.g.: g/m³ in case of fumigation of empty rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
11
The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g, kg or L product / ha).

12
If water volume range depends on application equipments (e.g. ULVA or LVA) it should be mentioned under “application: method/kind”.

13
PHI - minimum pre-harvest interval

14
Remarks may include: Extent of use/economic importance/restrictions


3 Background of authorization decision and risk management

3.1 Physical and chemical properties (Part B, Section 2)

Insert summary of the evaluation of the data. 

3.2 Efficacy (Part B, Section 3)

Insert summary of the evaluation of the data. 
3.3 Efficacy data 

Insert brief summary on preliminary tests, minimum effective dose tests, efficacy tests and conclusions regarding authorization of intended uses. 

3.3.1 Information on the occurrence or possible occurrence of the development of resistance

Insert brief summary and conclusions regards risk management. 

3.3.2 Adverse effects on treated crops

Insert brief summary and conclusions on phytotoxicity to host crop, effect on the yield of treated plants or plant product, effects on the quality of plants or plant products, effects on transformation processes, impact on treated plants or plant products to be used for propagations. 

3.3.3 Observations on other undesirable or unintended side-effects

Insert brief summary and conclusions on observations on other undesirable or unintended side-effects, impact on succeeding crops, impact on other plants including adjacent crops, effects on beneficial and other non-target organisms. 

3.4 Methods of analysis (Part B, Section 5)

Insert summary of the evaluation of the data.
3.4.1 Analytical method for the formulation

Insert brief details on the analytical method (e.g. acceptable).
3.4.2 Analytical methods for residues

Insert brief details on the analytical methods (e.g. acceptable/ILV performed) to cover the crop groups that have been applied for.

3.5 Mammalian toxicology (Part B, Section 6)

Insert summary of the evaluation of the data. Provide brief details of the risk mitigation required.
3.5.1 Acute toxicity

Insert summary of the evaluation of the data, refer to the core assessment where necessary. Are all acute toxicity studies acceptable?
3.5.2 Operator exposure

Insert summary of the operator exposure. Insert statement regarding coverage by the core assessment or provide summary of national calculations. The summary should be in text form, supported by an additional table, if suitable.

3.5.3 Worker exposure

Insert summary of the worker exposure. Insert statement regarding coverage by the core assessment or provide summary of national calculations. The summary should be in text form, supported by an additional table, if suitable.
3.5.4 Bystander and resident exposure

Insert summary of the bystander and resident exposure. Insert statement regarding coverage by the core assessment or provide summary of national calculations. The summary should be in text form, supported by an additional table, if suitable.
3.6 Residues and consumer exposure (Part B, Section 7)

Insert summary of the evaluation of the data. 
3.6.1 Residues

Insert information on new residue trials (if performed) or provide statement referring to EU review or MRL setting procedure. 
3.6.2 Consumer exposure

Insert summary of the calculations for the consumer (EFSA PRIMO model, others as appropriate). 

3.7 Environmental fate and behaviour (Part B, Section 8)

Insert summary of the evaluation of the data. 

3.7.1 Predicted environmental concentrations in soil (PECsoil)

Present a summary on PECs (incl. relevant scenarios, risk mitigation considered) that are considered for the exposure/risk assessment of the national evaluation. 
3.7.2 Predicted environmental concentrations in groundwater (PECgw)

Present a summary on PECgw (incl. relevant scenarios, risk mitigation considered) that are considered for the exposure/risk assessment of the national evaluation. 
3.7.3 Predicted environmental concentrations in surface water (PECsw)

Present a summary on PECsw (incl. relevant scenarios, risk mitigation considered) that are considered for the exposure/risk assessment of the national evaluation. 
3.7.4 Predicted environmental concentrations in air (PECair)

If relevant, present a summary on PECair (incl. relevant scenarios, risk mitigation considered) that are considered for the exposure/risk assessment of the national evaluation. 
3.8 Ecotoxicology (Part B, Section 9)

Insert summary of the evaluation of the data. 

Provide brief details of risk mitigation.
3.8.1 Effects on terrestrial vertebrates

Insert summary of the data/risk assessment for terrestrial vertebrates. 
3.8.2 Effects on aquatic species

Insert summary of the data/risk assessment for aquatic species. 
3.8.3 Effects on bees 

Insert summary of the data/risk assessment for bees. 
3.8.4 Effects on other arthropod species other than bees

Insert summary of the data/risk assessment for other arthropods. 
3.8.5 Effects on soil organisms

Insert summary of the data/risk assessment soil organisms. 
3.8.6 Effects on non-target terrestrial plants

Insert summary of the data/risk assessment. 

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

Insert summary of the data/risk assessment. 
3.9 Relevance of metabolites (Part B, Section 10)

Insert summary of the evaluation of the relevance of metabolites only if
:
· the concentrations of a metabolite in groundwater for a certain intended use are not covered by the EU assessment of the active substance.
· new data on the properties of active substance and/or metabolites trigger a reassessment of metabolite relevance. 

4 Conclusion of the national comparative assessment (Art. 50 of Regulation (EC) No 1107/2009)

Insert summary of the outcome of the national comparative assessment. Delete as appropriate:

Product name contains active substance which is approved as a candidate for substitution because low ADI, ARfD or AOEL; two of PBT; significant proportion of non-active isomers; classified Carcinogen 1A or 1B; classified as toxic for reproduction 1A or 1B; endocrine disruption; other reasons for concern
As a conclusion of the comparative assessment  

use(s) use number(s) from GAP table in 2.6 is/is not / are/are not suitable for substitution because 
Specify your conclusion for each use assessed
As a conclusion of the comparative assessment, use use number from GAP table in 2.6 is not suitable for substitution because there is/are only insert number alternative mode(s) of action available amongst alternative products and thus the chemical diversity remaining is not sufficient to minimise the occurrence of resistance.

or
As a conclusion of the comparative assessment, use use number from GAP table in 2.6 is suitable for substitution because another product (other product name) is a significantly safer alternative with no significant economic or practical disadvantages. Sufficient alternatives remain available to minimise the occurrence of resistance and there are no adverse consequences for minor use authorizations.

5 Further information to permit a decision to be made or to support a review of the conditions and restrictions associated with the authorization

Insert any data that the notifier needs to submit following authorization. As a rule, this is restricted to storage stability and monitoring data.

Insert the data that is still required for the evaluation of the product in the case where the product authorization is not granted.

Appendix 1 Copy of the product authorization

MS assessor to insert details of the product authorization for MS country.

Appendix 2 Copy of the product label

MS assessor to present a copy of the approved product label for MS country.

Appendix 3 Letter of Access

Applicant to provide copies of the letters of access to the protected data / third party data that was needed for evaluation of the formulation.

Appendix 4 Lists of data considered for national authorization

The following lists should include all product data considered in support of the evaluation, even if they may have been evaluated previously, e.g. in the EU peer review of the active substance(s), and thus, are not summarised in this document in detail. New data evaluated for the active substance(s) should be included as well.

Please sort by data points and within one data point by names of authors.

In the column with the justification for data protection claims, a confirmation has to be given that the test or study report was never used for a product authorization in any EU Member State according to Directive 91/414/EEC and that the study has not already been data protected according to Regulation (EC) No 1107/2009 in the MS for whom this dRR is being prepared. If the test or study report has already been used in the MS for whom this dRR is being prepared, the authorization number of the first product authorization should be given. 

Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

	Data point
	Author(s)


	Year
	Title
Company Report No.

Source (where different from company)

GLP or GEP status

Published or not
	Verte-brate study

Y/N
	Data protection claimed

Y/N
	Justification if data protection is claimed
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Y/N
	Data/study report never submitted before to <insert MS>

If previously submitted in this MS:

Data protection started with: <insert authorization number of first authorization>
	Owner

	
	
	
	
	
	
	
	


List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

	Data point
	Author(s)


	Year
	Title
Company Report No.

Source (where different from company)

GLP or GEP status

Published or not
	Verte-brate study

Y/N
	Data protection claimed

Y/N
	Justification if data protection is claimed
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Y/N
	Data/study report never submitted before to <insert MS>

If previously submitted in this MS:

Data protection started with: <insert authorization number of first authorization>
	Owner

	
	
	
	
	
	
	
	


The following tables are to be completed by MS

List of data submitted by the applicant and not relied on 

	Data point
	Author(s)


	Year
	Title
Company Report No.

Source (where different from company)

GLP or GEP status

Published or not
	Verte-brate study

Y/N
	Data protection claimed

Y/N
	Justification if data protection is claimed
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Y/N
	Data/study report never submitted before to <insert MS>

If previously submitted in this MS:

Data protection started with: <insert authorization number of first authorization>
	Owner

	
	
	
	
	
	
	
	


List of data relied on and not submitted by the applicant but necessary for evaluation 

	Data point
	Author(s)


	Year
	Title
Company Report No.

Source (where different from company)

GLP or GEP status

Published or not
	Verte-brate study

Y/N
	Data protection claimed

Y/N
	Justification if data protection is claimed
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Y/N
	Data/study report never submitted before to <insert MS>

If previously submitted in this MS:

Data protection started with: <insert authorization number of first authorization>
	Owner
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