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Administrative guidance on peer-review of pesticide active substances – Appendix C

	


Comments of <<MS/EFSA/applicant>> on the assessment report on <<AS>>
(dd.mm.yy) ) 1/17
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Section 4 - Classification and labelling

Appendix C3- Template for providing comments on Volumes 1 to 3 of the assessment report (for microorganisms)
1. Identity of the micro-organism
Please consider all points in this section and provide comments as necessary.  When making these comments, commentators are requested to have made themselves familiar with the information in the DAR in section B.2, in particular the information on mode of action.

The purpose of identifying the micro-organism is of course primarily for after market enforcement of the product and also for the correct identification of the organism in case of an incident. It will also facilitate the use of published literature potentially allowing the use of data from related strains or species. Do you find the identity of the micro-organism to be acceptable and is there sufficiently detailed information available on the most appropriate methods that can be used to identify this specific micro-organism?

Metabolites may often be important for the mode of action of products with micro-organisms as the active substance. A pragmatic approach to the issue of assessing the potential production of a diversity of metabolites is to pay most attention to the metabolites known to be coupled to the mode of action (that might be expected to have the greatest potential to exhibit biological activity). Do you find the description of metabolites in the DAR to be detailed enough and the information available on metabolites to be sufficient? Do you have any further comments related to metabolites?

The quality control of the manufacturing process is important to make sure that the production concerns the intended strain. The maximum acceptable amount of contaminants in the technical active organism that will be used to formulate a plant protection product should be given (both chemical and biological) and the methods of analysis should be available with appropriate validation. Do you find this properly described? Do you have any further comments of concern related to the maximum acceptable amount of contaminants?
	Identity

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	1(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<<MS/EFSA/applicant>>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


2. Biological properties of the microorganism-technical properties of the preparation

	Biological properties of the microorganism

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	2(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Physical, chemical and technical properties of the formulation

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	2(2)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


3. Data on application and further information on the microorganism

	Data on application of the preparation

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	3(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Further information on the plant protection product

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	3(2)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


4. Classification on labelling

	Classification and labelling

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	4(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


5. Analytical methods

	Analytical methods for the analysis of the microorganism as manufactured

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	5(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


6.
Effects on human health of the microorganism and of the plant protection product 
Please consider all points in this section and provide comments as necessary.  When making these comments, commentators are requested to have made themselves familiar with the information in the DAR in section B.2, in particular the information on mode of action.

Metabolites may often be important for the mode of action of products with micro-organisms as the active substance. A pragmatic approach to the issue of assessing the potential production of a diversity of metabolites is to pay most attention to the metabolites known to be coupled to the mode of action (that might be expected to have the greatest potential to exhibit biological activity). Metabolites might be of concern for human health. Do you find the description of metabolites in the DAR to be detailed enough and the information available on metabolites to be sufficient related to human health? Do you have any further comments of concern related to human health?

	Basic information

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment  (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	6(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Basic studies

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment  (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	6(2)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Summary of mammalian toxicity, overall evaluation ADI, AOEL and ARfD

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment  (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	6(3)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Basic studies/information on the preparation

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment  (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	6(4)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Data on exposure/risk assessment

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment  (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	6(5)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


7. Residues in or on treated product, food and feed
Please consider all points in this section and provide comments as necessary.  When making these comments, commentators are requested to have made themselves familiar with the information in the DAR in section B.2, in particular the information on mode of action.

Metabolites may often be important for the mode of action of products with micro-organisms as the active substance. A pragmatic approach to the issue of assessing the potential production of a diversity of metabolites is to pay most attention to the metabolites known to be coupled to the mode of action (that might be expected to have the greatest potential to exhibit biological activity). Non-viable residues might be metabolites. Do you find the description of metabolites in the DAR to be detailed enough and the information available on metabolites to be sufficient related to residues? Do you have any further comments related to residues?

	Persistence and likelihood of multiplication in or on crops, feeding stuffs or foodstuffs, viable, non viable residues

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	7(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


8. Environmental fate and behaviour 

Please consider all points in this section and provide comments as necessary.  When making these comments, commentators are requested to have made themselves familiar with the information in the DAR in section B.2, in particular the information on mode of action.

Metabolites may often be important for the mode of action of products with micro-organisms as the active substance. A pragmatic approach to the issue of assessing the potential production of a diversity of metabolites is to pay most attention to the metabolites known to be coupled to the mode of action (that might be expected to have the greatest potential to exhibit biological activity). Do you find the description of metabolites in the DAR to be detailed enough and the information available on metabolites to be sufficient? 
Do you have any further comments related to fate and behaviour (of either the organism or metabolites) in the environment?

	Persistence and multiplication in soil, water and air

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	8(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Mobility

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca.10 lines)
	Column 3

Further explanations

	8(2)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


9. Effects on non-target organisms; Summary and evaluation of environmental impact (B.9-10)

Please consider all points in this section and provide comments as necessary.  When making these comments, commentators are requested to have made themselves familiar with the information in the DAR in section B.2, in particular the information on mode of action.

Metabolites may often be important for the mode of action of products with micro-organisms as the active substance. A pragmatic approach to the issue of assessing the potential production of a diversity of metabolites is to pay most attention to the metabolites known to be coupled to the mode of action (that might be expected to have the greatest potential to exhibit biological activity). Do you find the description of metabolites in the DAR to be detailed enough and the information available on metabolites to be sufficient related to effects on non-target organisms? Do you have any further comments related to metabolites?

Regarding the environmental risk assessment for micro-organisms an initial exposure concentration in the environment can be calculated from the product information. Initial exposure should be compared with toxicity values and/or background concentrations. Do you find the environmental risk assessment, quantitative or qualitative well enough described? Do you have any further comments of concern related to the environmental risk assessment for micro-organisms?

	Effects on birds and mammals

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	9(1)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Effects on aquatic organisms

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	9(2)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Effects on bees and non-target arthropods

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	9(3)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Effects on earthworms and other soil non-target organisms (soil macro- and micro-organisms)

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	9(4)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)


	Effects on other non-target organisms (flora and fauna), sewage treatment

	No.
	Column 1

Reference to draft assessment report 
	Column 2

Comment (restricted to 500 characters, ca. 10 lines)
	Column 3

Further explanations

	9(5)
	Vol. #, <<data point>>, <<description>>, <<page no.>>
	<< MS/EFSA/applicant >>: <<comment>>
	(Please note that embedded or attached files will not be accepted.)
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