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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 C (Confidential information) of the draft registration report (dRR) and on the information required specifically for this section. The guidance is applicable to the core assessment and the national addenda.

Notes: Text in turquoise shading provides general information/support and should be deleted when the document is finalized. Texts with yellow shading should be changed as specified; it shows example text. Text in black shows the headers for each section. The table format is not fixed; tables are provided as examples (columns can be added or deleted). They may be adapted to suit the product being evaluated. Moreover, some tables are not relevant for all products or all submission types and can be added or deleted. Equally, 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. 

CONFIDENTIAL DATA RELATING TO THE FORMULATED PRODUCT

Sufficient data on the identity of the plant protection product and the contained technical active substance(s) and formulant(s) are not available. 

Noticed data gaps are:

· data gap 1
· data gap 2
· data gap 3
State whether or not submitted confidential data are sufficient for evaluation. Data gaps and conditions for authorization should be listed, when relevant. If possible, confidential information should be avoided in the wording of these gaps and/or conditions.

Request for data confidentiality in accordance with Article 63 of Regulation (EU) No. 1107/2009 

Company name hereby requests data confidentiality for all the information listed in the attached document on the basis that this information is regarded as proprietary.  This request takes into account the provision Article 63 of Regulation (EU) No. 1107/2009. 

1 Identity of the Plant Protection Product

1.1 Producer of the plant protection product and of the active substances (KCP 1.2)

1.1.1 Producer(s) of the preparation (KCP 1.2)

Insert the producer(s) and the production site(s) of the preparation.
1.1.2 Producer(s) of the active substance(s) (KCP 1.2)

Insert the producer(s) and the production site(s) of the active substance(s).
1.1.3 Statement of purity (and detailed information on impurities) of the active substance(s) (KCP 1.2)

Reference should be made to the specification of the technical active substance(s) in volume 4 of the DAR/RAR (including the number of the addendum, if relevant).
Equivalence reports:  in case there has been a change in the production site or specification of the active substance, reference needs to be made to the equivalence report prepared by the original RMS.

1.2 Detailed quantitative and qualitative information on the composition of the preparation (KCP 1.4)

1.2.1 Composition of the plant protection product (KCP 1.4.1)

Provide information on the content of the pure and technical active substance in the product.

Provide information on the formulants in the product (trade names should be given).
Provide further information and the possible range of the contents of co-formulants in case of reaction in the product.

The content of the pure active substance and the content of the technical active substance (TAS including TC or TK) should be given. The latter value should be based on the minimum purity of the TAS and used to check the sum of the components to equal 100% w/w.

In case a minimum purity is stipulated for a safener or synergist, the content of the pure and the technical material should be given.

Table 1.2‑1:
Composition of insert product name/code
	Component 
	CAS no.
	Trade name
	Function
	g/L or g/kg
	% w/w *

	active substance 1
	
	-
	e.g. Herbicide, Fungicide,

Insecticide 
	pure 
xxx
	pure 

xxx

	
	
	
	
	technical

xxx
	technical

xxx

	active substance 2
	
	-
	e.g. Herbicide, Fungicide,

Insecticide 
	pure 

xxx
	pure 

xxx

	
	
	
	
	technical

xxx
	technical

xxx

	formulant 1
	
	
	
	
	

	formulant 2
	
	
	
	
	

	formulant 3
	
	
	
	
	

	formulant 4
	
	
	
	
	

	formulant 5
	
	
	
	
	


* 
Based on the density of the formulation = X.XX g/mL
(Note: only applies if a liquid formulation – delete this comment if not needed)

Information on the composition of different formulations used for testing should be given.

1.2.2 Information on co-formulants (KCP 1.4.3)

Provide the following information for the co-formulants:

Trade name
IUPAC name;

Chemical name (CA Index);

CAS number;

Relevant EC number;

Structure / formula

Function 

Any other information that the applicant considers relevant
If relevant, this information shall also be given for alternative co-formulants. The RMS should give information on the acceptability of the corresponding alternative co-formulant.

In the case that a co-formulant consists of different components, CAS and EC numbers should be given for the components that are relevant for the function. When the information provided does not fully identify the co-formulant, an appropriate specification shall be requested from the relevant supplier. Because of the confidential nature of this information, the specification can be sent directly to the authority. Some co-formulants contain toxicological or ecotoxicological relevant compounds, e.g. dioxins in kaolins. In this case, information on the identity and their content should be given. 

1.2.3 Description of formulation process (KCP 1.4.3)

A description of the formulation process shall be provided. In cases where a reaction occurs this should be mentioned and all relevant information should be given. Insert information for any impurities of toxicological concern that can be formed.

1.2.4 Description of the analytical methods for the determination of relevant formulants (KCP 5.1.1)

If required, insert methods for the determination of co-formulants or constituents of co-formulants in the preparation.

1.3 Data on Formulants

1.3.1 Material safety data sheets (KCP 1.4.3)

Insert information on whether the submitted safety data sheets were found acceptable.
Copies of safety data sheets should not be included.

1.3.2 Available toxicological data for each formulant (KCP 7.4)

Provide information on the toxicological data for each formulant.

Table 1.3‑1:
Toxicological data for each co-formulant

	Formulant

(Chemical name, CAS No.)
	Content
in the product

g/L or g/kg      % w/w
	Classification
	Consequence 
for the product classification (Y/N)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


2 Statement on the regulatory status of formulants
Provide information on the regulatory status of formulants, for example if a formulant is approved for use in feeding stuffs, etc.

Table 2‑1:
Plant Protection Product

	Formulation Inerts
	CAS Number
	EINECS
	European 
Pharmacopoeia
	Directive 95/2/EC
	Directive 91/248/EC
	Directive 96/335/EEC
	Directive 90/128/EEC

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Appendix 1 Lists of studies considered in support of the evaluation

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.

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
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	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
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	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
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	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
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


10

