
 
 

1 

CONTENTS 
 
 

 
Level 1 

 
Statement of subject matter and purpose for which the monograph was prepared 

 
1 

 
1.1 

 
Purpose for which the monograph was prepared (Document A) 

 
3 

 
1.2 

 
Summary and assessment of information relating to the collective assessment of dossier 
(Document B) 

 
3 

 
1.3 

 
Identity of the organism (Annex IIB 1) 

 
3 

 
1.3.1 

 
Name and address of applicant(s) for inclusion of the organism in Annex I (Annex IIB 1.1) 

 
3 

 
1.3.2 

 
“Manufacturer” of the organism (Annex IIB 1.2) 

 
3 

 
1.3.3 

 
Name and species description (Annex IIB 1.3)  

 
3 

 
1.3.4 

 
Composition of the material used for manufacturing of formulated products (Annex IIB 1.4) 

 
3 

 
1.4 

 
Identity of the preparation  PREFERAL WG (Annex IIIB 1) 

 
4 

 
1.4.1 

 
Trade name or proposed trade name and mznufacturer’s development code numbers (Annex 
IIIB 1.3) 

 
4 

 
1.4.2 

 
Manufacturer of the preparation and the micro-organism  (Annex IIIB 1.2) 

 
4 

 
1.4.3 

 
Physical state and nature of the preparation (Annex IIIB 1.5) 

 
4 

 
1.4.4 

 
Function (Annex IIIB 1.6) 

 
4 

 
1.4.5 

 
Composition of the preparation (Annex IIIB 1.4) 

 
4 

 
1.5. 

 
Uses of the plant protection product PREFERAL WG 

 
4 

 
1.5.1 

 
Fields of use (Annex IIB 3.2; Annex IIIB 3.1) 

 
4 

 
1.5.2 

 
Mode of action ( Annex IIIB 3.2) 

 
4 

 
1.5.3 

 
Summary of intended uses (Annex IIB 3.3; Annex IIIB 3.3 to 3.7, 3.9) 

 
5 

 
1.5.4 

 
Information on authorizations in EU Member States  
 
 

 
5 

 
Level 2 

 
Reasoned statement of the overall conclusions drawn by the Rapporteur Member State 

 
7 

 
2.1 

 
Identity of the micro-organism 

 
9 

 
2.2 

 
Biological properties of the micro-organism 

 
10 

 
2.3 

 
Details of uses and further information 

 
13 

 
2.4 

 
Impact on human and animal health 

 
13 

 
2.4.1 

 
Effects having relevance to human and animal health arising from exposure to the micro-
organism, its residual traces and metabolites 

 
13 

 
2.4.2 

 
Acceptable daily intake (ADI) 

 
14 

 
2.4.3 

 
Acceptable operator exposure level (AOEL) 

 
14 

 
2.4.4 

 
Drinking water limit 

 
14 

   



 
 

2 

2.4.5 Impact on human or animal health arising from exposure to the micro-organism,  its residual 
traces and metabolites 

14 

 
2.5 

 
Methods of analysis 

 
15 

 
2.5.1 

 
Analytical methods for the identification of the micro-organism 

 
16 

 
2.5.2 

 
Analytical methods for formulation analysis 

 
16 

 
2.5.3 

 
Analytical methods to determine and quantify viable and non-viable residues in food and 
feed, soil, water, air 

 
16 

 
2.6 

 
Definition of the residues 

 
16 

 
2.7 

 
Residues 

 
16 

 
2.7.1 

 
Residues relevant to consumer safety 

 
16 

 
2.7.2 

 
Residues relevant to worker safety 

 
17 

 
2.8 

 
Fate and behaviour in the environment 

 
17 

 
2.8.1 

 
Fate and behaviour in soil 

 
17 

 
2.8.2 

 
Fate and behaviour in water 

 
17 

 
2.8.3 

 
Fate and behaviour in air 

 
17 

 
2.9 

 
Effects on non-target species 

 
17 

 
2.9.1 

 
Effects on terrestrial vertebrates 

 
17 

 
2.9.2 

 
Effects on aquatic species 

 
18 

 
2.9.3 

 
Effects on bees and other arthropods 

 
18 

 
2.9.4 

 
Effects on earthworms and other soil macro-organisms 

 
19 

 
2.9.5 

 
Effects on soil micro-organisms and other non-target organisms 

 
19 

 
2.10 

 
Classification and labelling 
 
 

 
19 

 
Level 3 

 
Proposed decision with respect to the application for inclusion of the active substance in 
Annex I 

 
21 

 
3.1 

 
Background to the proposed decision 

 
23 

 
3.2 

 
Proposed decision concerning inclusion in Annex I 

 
23 

 
3.3 

 
Rationale for the postponement of the decision to include the active substance in Annex I, or 
for the conditions and restrictions to be associated with a proposed inclusion in Annex I, as 
appropriate 
 
 

 
23 

 
Level 4 

 
Further information to permit a decision to be made, or to support a review of the conditions 
and restrictions associated with the proposed inclusion in the Annex I 

 
25 

 


