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Part III-5: 
Standard Formats for Study Summaries (cont'd)


	Section A7.4.2 / 7.5.5

Annex Point IIA7.5
	Bioconcentration in aquatic/terrestrial organisms 

Specify section no. and heading as appropriate
	

	
	
	

	
	1 Reference
	Official
use only

	1.1 Reference
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	1.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	1.2.1 Data owner
	Give name of company
	

	1.2.2 
	
	

	1.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation ) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	2 Guidelines and Quality Assurance
	

	2.1 Guideline study
	Yes/No

(If yes, give guidelines; if no, give justification, e.g. "no guidelines available" or "methods used comparable to guidelines xy")
	

	2.2 GLP
	Yes/No

(If no, give justification, e.g. state that GLP was not compulsory at the time the study was performed)
	

	2.3 Deviations
	Yes/No

(If yes, describe deviations from test guidelines or refer to respective field numbers where these are described, e.g. "see 3.x.y")
	

	
	3 Materials and Methods
	

	3.1 Test material
	As given in section 2

or give name used in study report 
	

	3.1.1 Lot/Batch number
	List lot/batch number if available
	

	3.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

(describe specification under separate subheadings, such as the following; additional subheadings may be appropriate):
	

	3.1.3 Purity
	Give purity in % of active substance
	

	3.1.4 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method: e.g. stability/degradability, volatility, water solubility, adsorption potential (log Pow), toxicity to tested species.
	

	3.1.5 Radiolabelling
	If test material is radiolabelled, describe precise position of the labelled atom(s) and the percentage of radioactivity associated with impurities
	

	3.1.6 Method of analysis
	Describe briefly; give cross-reference to the methods given in standard format A4 if appropriate
	

	3.2 Reference substance
	Yes/No

(If yes, specify)
	

	3.2.1 Method of analysis for reference substance
	Describe briefly, if reference substance was tested
	

	3.3 Testing/estimation procedure
	Non-entry field
	

	3.3.1 Test system/
performance
	If a an experimental study was performed, describe the test system and test performance: e.g.  static/semistatic/flow-through test, details of apparatus/equipment, composition of test media (e.g. ingredients, solubilizers), exposure conditions (including illumination/photoperiod), species tested (including holding/feeding, adaptation), number of test organisms, loading, number of replicates, details of controls, duration of uptake and depuration phase, test substance concentrations, frequency of test media quality measurements (e.g. DOC/TOC, pH, temperature), details on sampling and analysis of test species and test media samples (e.g. sampling schedule, sample preparation and analytical method)
	

	3.3.2 Estimation of bioconcentration
	If the intrinsic potential of the a.s. for bioconcentration in aquatic and/or terrestrial organisms is esimated, details of the information which serves as the basis for estimation should be given:

· Physico-chemical properties (e.g. log POW)

· Toxicokinetic studies (including metabolism)

· Residue studies

· Monitoring data on aquatic (e.g. data on residues in tissues and aquatic environment) and terrestrial species (e.g. data on residues in fat tissue of non-target vertebrates and terrestrial environments)

If tests/data are described in detail in other sections, cross-references should be given and only relevant information summarized 
	

	
	4 Results
	

	4.1 Experimental data
	Non-entry field
	

	4.1.1 Mortality/behaviour
	Mortality and/or observed abnormal behaviour of test organisms under each exposure regime, in controls and with reference substance
	

	4.1.2 Lipid content
	Lipid content of the test organisms
	

	4.1.3 Concentrations of test material during test
	Concentration of test material (with standard deviation and range) for all sampling times in test organisms (total), in specific  tissues thereof (e.g. lipid) and in the surrounding medium; concentration values for controls and reference compound.

Give graph (including all measured data) showing the uptake and depuration of the test material in the test organisms and the time to steady-state; give the depuration half-lives.
	

	4.1.4 Bioconcentration factor (BCF)
	Calculate the steady-state BCFs and/or the kinetic BCFk (expressed in relation to the whole body, the total lipid content or specified tissues of the test organisms).
	

	4.1.5 Uptake and depuration rate constants
	Give values (including 95 % confidence limits and standard deviations) for the uptake and depuration (loss) rate constants (all expressed in relation to the whole body, the total lipid content or specific tissues of the test organisms); give relevant details on computation/data analysis.
	

	4.1.6 Depuration time
	Give depuration time required for clearance of 50 % (DT50) and 90 % (DT90) of residues. 
	

	4.1.7 Metabolites
	If identified (use of radiolabelled test material), any accumulated metabolites (accounting for > 10 % of residues) should  be described.
	

	4.1.8 Other Observations
	Report anything unusual observations about the test, any deviations from the procedures and any other relevant information affecting results.
	

	4.2 Estimation of bioconcentration
	Give an estimation of the bioaccumulation potential of the a.s. in aquatic and/or terrestrial organisms based on physico-chemical properties, experimental toxicokinetic/residue studies or monitoring data (as detailed in 3.3.2); if appropriate, estimated BCF values may be given for an aquatic species (freshwater and /or marine) and a fish eating bird/predator of an aquatic food chain and for different terrestrial food chains: e.g. soil dwelling species and predatory bird/vertebrate, terrestrial plant and grazing animal (non-target organisms).
	

	
	
	

	
	5 Applicant's Summary and conclusion
	

	5.1 Materials and methods
	Give concise description of method; give test guidelines no. and discuss relevant deviations from test guidelines
	

	5.2 Results and discussion
	Experimental studies
Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, volatility) and their impact on results.

Log POW
BCF
Uptake rate constant
Depuration rate constant
DT50


Estimation of bioconcentration  
Specify the  basis for estimations (e.g. measured log POW),
 estimated BCF values for an aquatic species (freshwater and /or marine) and a fish eating bird/predator of an aquatic food chain  and for at least two terrestrial food chains: e.g. soil dwelling species and predatory bird/vertebrate, terrestrial plant and grazing animal (non-target organisms).
	

	5.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Give conclusion concerning the bioaccumulation of the a.s. in relationship to the toxicity of the a.s.
	

	5.3.1 Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator 0, 1, 2, 3, or 4
	

	5.3.2 Deficiencies
	No/Yes

(If yes, discuss the impact of deficiencies and implications on results. If relevant, justify acceptability of study.)
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and Methods
	State if the applicant’s version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.   

	Results and discussion
	Adopt applicant's version or include revised version. If necessary, discuss relevant deviations from applicant's view referring to the (sub)heading numbers

	Conclusion
	Adopt applicant's version or include revised version

	Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is considered acceptable despite a poor reliability indicator. Discuss the relevance of deficiencies and indicate if repeat is necessary.)

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Materials and Methods
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant's summary and conclusion. 
Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Findings
	Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Remarks
	


	Section 7.4.3.2
Annex Point IIIA XIII 2.2
	Effects on reproduction and growth rate of fish
	

	
	
	

	
	6 Reference
	Official
use only

	6.1 Reference 
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	6.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	6.2.1 Data owner
	Give name of company
	

	6.2.2 
	
	

	6.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	7 Guidelines and Quality Assurance
	

	7.1 Guideline study
	Yes/No

(If yes, give guidelines; if no, give justification, e.g. "no guidelines available" or "methods used comparable to guidelines xy")
	

	7.2 GLP
	Yes/No

(If no, give justification, e.g. state that GLP was not compulsory at the time the study was performed)
	

	7.3 Deviations
	Yes/No

(If yes, describe deviations from test guidelines or refer to respective field numbers where these are described, e.g. "see 3.x.y")
	

	
	8 Method

See Dossier Guidance for level of detail required in summarizing test and study reports
	

	8.1 Test material
	As given in section 2

or give name used in study report 
	

	8.1.1 Lot/Batch number
	List lot/batch number if available
	

	8.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

(describe specification under separate subheadings, such as the following; additional subheadings may be appropriate):
	

	8.1.3 Purity
	Give analytical purity in % of active substance
	

	8.1.4 Composition of Product
	Only if investigation with biocidal product, give percentage of any ingredients 
	

	8.1.5 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method (substance stability, vapor pressure, water solubility).
	

	8.1.6 Method of analysis
	Describe briefly; give cross-reference to the methods given in standard format A4 if appropriate
	

	8.2 Preparation of TS solution for poorly soluble or volatile test substances 
	Only applicable, if mechanical dispersion or solubilizing agents are applied for test substances of low aqueous solubility or if special procedures are applied  for testing volatile test substances (tabular form; see table A7_4_3_2-1)
	

	8.3 Reference substance
	Yes/No
(If yes, specify)
	

	8.3.1 Method of analysis for reference substance
	Describe briefly, if reference substance was tested
	

	8.4 Testing procedure
	Non-entry field
	

	8.4.1 Dilution water
	Give details on dilution water in tabular form (see table A7_4_3_2-2)
	

	8.4.2 Test organisms
	Give details on tested organisms in tabular form (see table A7_4_3_2-3)
	

	8.4.3 Handling of embryos and larvae 
(OECD 210/212)
	Describe specific exposure conditions, e.g. supporting of fertilized eggs, removing of supporting material after larvae hatch, transfer of larvae etc.
	

	8.4.4 Test system
	Give details on test type, renewal of TS solution, laboratory equipment, loading, replicates etc. in tabular form (see table A7_4_3_2-4)
	

	8.4.5 Test conditions
	Give relevant test conditions in tabular form (see table A7_4_3_2-5)
	

	8.4.6 Duration of the test
	
	

	8.4.7 Test parameter(s)
	
	

	8.4.8 Examination / Sampling
	Give details on examination/sampling intervals and procedure
	

	8.4.9 Monitoring of TS concentration
	Yes/No
(If yes, give intervals)
	

	8.4.10 Statistics 
	Describe or refer to calculation procedures applied
	

	
	9 Results

If appropriate, include tables.
	

	9.1 Range finding test
	Performed / Not performed 
(If performed, fill in 4.1.1, 4.1.2 and 4.1.3)
	

	9.1.1 Concentrations
	
	

	9.1.2 Number/ percentage of animals showing adverse effects
	Give data, preferably in tabular form
	

	9.1.3 Nature of adverse effects
	
	

	9.2 Results test substance
	Non-entry field 
	

	9.2.1 Initial concentrations of test substance
	
	

	9.2.2 Actual concentrations of test substance
	Give measurements conducted during test (preferably in tabular form)
	

	9.2.3 Effect data
	Give the mortality/survival data at embryo, larval and juvenile stages as well as overall mortality/survival and report: 
- time to start of hatching and end of hatching
- numbers of larvae hatching each day
- length and weight of surviving animals
- numbers of deformed larvae
- numbers of fish exhibiting abnormal behaviour
Give NOEC and LOEC values (at p = 0.05) for each response assessed;
all data should be based on measured test substance concentrations
	

	9.2.4 Concentration / response curve
	Graph of the concentration-mortality curve
	

	9.2.5 Other effects
	Describe any other observations differentiating organisms in tests and controls (e.g. loss of equilibrium, erratic swimming, hyperventlation, lethargy, changes in appearance, incidence and description of morphological abnormalities)
	

	9.3 Results of controls
	
	

	9.3.1 Number/ percentage of animals showing adverse effects
	Preferably in tabular form
	

	9.3.2 Nature of adverse effects
	Tabular form
	

	9.4 Test with reference substance
	Performed / Not performed 
(If performed, fill in 4.4.1 and 4.4.2)
	

	9.4.1 Concentrations
	
	

	9.4.2 Results
	
	

	
	10 Applicant's Summary and conclusion
	

	10.1 Materials and methods
	Give guidelines and describe/discuss deviations from test guidelines or, in case of non-guideline study, briefly describe method
	

	10.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, adsorption behaviour, volatility)
	

	10.2.1 NOEC
	
	

	10.2.2 LOEC
	
	

	10.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in tables A7_4_3_2-6 and A7_4_3_2-7)
	

	10.3.1 Other Conclusions
	
	

	10.3.2 Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator 0, 1, 2, 3, or 4
	

	10.3.3 Deficiencies
	Yes/No
(If yes, discuss the impact of of deficiencies and implications on results. If relevant, justify accepability of study
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and Methods
	State if the applicant’s version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.   

	Results and discussion
	Adopt applicant's version or include revised version. If necessary, discuss relevant deviations from applicant's view referring to the (sub)heading numbers

	Conclusion
	Adopt applicant's version or include revised version

	Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator

	Acceptability
	acceptable / non acceptable
(give reasons if necessary, e.g. if a study is considered acceptable despite a poor reliability indicator; if unacceptable, give reasons for unacceptability of study; discuss the relevance of the deficiencies. Indicate if repeat is necessary)

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

	Materials and Methods
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant's summary and conclusion. 
Discuss if deviating from view of rapporteur member state

	Results and discussion
	Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_4_3_2-1:
Preparation of TS solution for poorly soluble or volatile test substances 
	Criteria
	Details

	Dispersion
	Yes/No

	Vehicle
	Yes/No 
(If yes, specify: e.g. organic solvents, emulsifiers or dispersants)

	Concentration of vehicle
	Give the concentration (% v/v)

	Vehicle control performed
	Yes/No
(If yes, specify)

	Other procedures
	e.g. test in completely filled closed vessels for testing volatile test substance


Table A7_4_3_2-2:
Dilution water

	Criteria
	Details

	Source
	

	Salinity
	if relevant

	Hardness
	

	pH
	

	Oxygen content
	

	Conductance
	

	Holding water different from dilution water
	Yes/No
(If yes, specify)


Table A7_4_3_2-3:
Test organisms

	Criteria
	Details

	Species/strain
	

	Source
	

	Wild caught
	Yes/No
(If yes, specify)

	Age/size
	

	Kind of food
	

	Amount of food
	

	Feeding frequency
	

	Post-hatch transfer time
	if applicable

	Time to first feeding
	

	Feeding of animals during test
	Yes/No
(If yes, specify)

	Treatment for disease within 2 weeks preceeding test
	


Table A7_4_3_2-4:
Test system

	Criteria
	Details

	Test type
	Static /  Semistatic /  Flow-through

	Renewal of test solution
	Specify or give details of  flow-through system (e.g. flow-rate) and of semistatic system (intervals of renewal)

	Volume of test vessels
	Include data

	Volume/animal
	Include data

	Number of animals/vessel
	Include data

	Number of vessels/ concentration
	Include data

	Test performed in closed vessels due to significant volatility of TS
	Yes/No
(If yes, specify)


Table A7_4_3_2-5:
Test conditions

	Criteria
	Details

	Test temperature
	Give measurements conducted during test (preferably in tabular form)

	Dissolved oxygen
	Give measurements conducted during test (preferably in tabular form)

	pH
	Give measurements conducted during test (preferably in tabular form)

	Adjustment of pH
	Yes/No
(If yes, specify)

	Aeration of dilution water
	Yes/No
(If yes, specify)

	Intensity of irradiation
	e.g. 30 - 100 lm at water surface

	Photoperiod
	e.g. 12 h photoperiod daily


Table A7_4_3_2-6:
Validity criteria for fish tests according to OECD Guidelines 210/212

	
	fulfilled
	Not fullfilled

	Concentration of dissolved oxygen > 60% saturation throughout the test
	
	

	Difference of water temperature < 1.5% between test chambers or successive days at any time during test; temperature within range for specific test species 
	
	

	Overall survival of fertilized eggs in controls (and solvent controls) ( value, specified for the specific test species
	
	


	Test substance concentrations maintained within ± 20% of mean measured values
	
	

	No effect on survival nor any other adverse effect found in solvent control
	
	

	Further criteria for poorly soluble test substances 
	
	


Table A7_4_3_2-7:
Validity criteria for fish test according to OECD Guideline 215

	
	fulfilled
	Not fullfilled

	Concentration of dissolved oxygen in all test vessels > 60% saturation
	
	

	Difference of water temperature < 1° C between test chambers at any time during test; temperature within a range of 2° C of  the temperature for specific test species 
	
	

	Mortality of control animals <10% 
	
	

	Increase of fish weight sufficient for detection of the minum variation of growth rate considered as significant 
	
	


	Criteria for poorly soluble test substances 
	
	

	
	
	

	
	
	


	Section 7.4.3.4
Annex Point IIIA XIII 2.4
	Effects on reproduction and growth rate with an invertebrate species
	

	
	
	

	
	11 Reference
	Official
use only

	11.1 Reference 
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	11.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	11.2.1 Data owner
	Give name of company
	

	11.2.2 
	
	

	11.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	12 Guidelines and Quality Assurance
	

	12.1 Guideline study
	Yes/No

(If yes, give guidelines; if no, give justification, e.g. "no guidelines available" or "methods used comparable to guidelines xy")
	

	12.2 GLP
	Yes/No

(If no, give justification, e.g. state that GLP was not compulsory at the time the study was performed)
	

	12.3 Deviations
	Yes/No

(If yes, describe deviations from test guidelines or refer to respective field numbers where these are described, e.g. "see 3.x.y")
	

	
	13 Method

See Dossier Guidance for level of detail required in summarizing test and study reports
	

	13.1 Test material
	As given in section 2

or give name used in study report 
	

	13.1.1 Lot/Batch number
	List lot/batch number if available
	

	13.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

(describe specification under separate subheadings, such as the following; additional subheadings may be appropriate):
	

	13.1.3 Purity
	Give analytical purity in % of active substance
	

	13.1.4 Composition of Product
	Only if investigation with biocidal product, give percentage of any ingredients 
	

	13.1.5 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method (substance stability, vapor pressure, water solubility).
	

	13.1.6 Method of analysis
	Describe briefly; give cross-reference to the methods given in standard format A4 if appropriate
	

	13.2 Preparation of TS solution for poorly soluble or volatile test substances 
	Only applicable, if mechanical dispersion or solubilizing agents are applied for test substances of low aqueous solubility or if special procedures are applied  for testing volatile test substances (tabular form; see table A7_4_3_4-1)
	

	13.3 Reference substance
	Yes/No
(If yes, specify)
	

	13.3.1 Method of analysis for reference substance
	Describe briefly, if reference substance was tested
	

	13.4 Testing procedure
	Non-entry field
	

	13.4.1 Dilution water
	Give details on dilution water in tabular form (see table A7_4_3_4-2)
	

	13.4.2 Test organisms
	Give details on tested organisms in tabular form (see table A7_4_3_4-3)
	

	13.4.3 Handling of offspring
	Describe details e.g. of counting and removing of offspring (intervals etc.)
	

	13.4.4 Test system
	Give details on test type, renewal of TS solution, laboratory equipment, loading, replicates etc. in tabular form (see table A7_4_3_4-4)
	

	13.4.5 Test conditions
	Give relevant test conditions in tabular form (see table A7_4_3_4-5)
	

	13.4.6 Duration of the test
	
	

	13.4.7 Test parameter
	
	

	13.4.8 Examination / Sampling
	Give details on examination/sampling intervals and procedure
	

	13.4.9 Monitoring of TS concentration
	Yes/No
(If yes, give intervals)
	

	13.4.10 Statistics 
	Describe or refer to calculation procedures applied
	

	
	14 Results

If appropriate, include tables.
	

	14.1 Range finding test
	Performed / Not performed
(If performed, fill in 4.1.1 and 4.1.2)
	

	14.1.1 Concentrations
	
	

	14.1.2 Number/ percentage of animals showing adverse effects
	Give data, preferably in tabular form
	

	14.1.3 Nature of adverse effects
	
	

	14.2 Results test substance
	Non-entry field 
	

	14.2.1 Initial concentrations of test substance
	
	

	14.2.2 Actual concentrations of test substance
	Give measurements conducted during test (preferably in tabular form)
	

	14.2.3 Effect data
	Give the total numbers of living offspring per parent animal alive at test termination (including coefficient of variation for control fecundity) as well as the number of dead parent animals (including time of death); 
Give NOEC and LOEC values (at p = 0.05) for reproduction and for mortality of parent animals; if appropriate, give EC50  (or ECx) value for reproduction (including 95 % c.l.);
all data should be based on measured test substance concentrations
	

	14.2.4 Concentration / response curve
	Plot of the total number of living offspring per parent animal (for each replicate) alive at test termination vs concentration of test substance (with 95% confidence limits)
	

	14.2.5 Other effects
	Describe any other observations differentiating organisms in tests and controls
	

	14.3 Results of controls
	Include data
	

	14.4 Test with reference substance
	Performed / Not performed
(If performed, fill in 4.4.1 and 4.4.2)
	

	14.4.1 Concentrations
	
	

	14.4.2 Results
	Give data, e.g. EC50 –value for reproduction
	

	
	15 Applicant's Summary and conclusion
	

	15.1 Materials and methods
	Give guidelines and describe/discuss deviations from test guidelines or, in case of non-guideline study, briefly describe method
	

	15.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, adsorption behaviour, volatility)
	

	15.2.1 NOEC
	
	

	15.2.2 LOEC
	
	

	15.2.3 EC50 (ECx)
	
	

	15.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in  table table A7_4_3_4-6)
	

	15.3.1 Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator 0, 1, 2, 3, or 4
	

	15.3.2 Deficiencies
	Yes/No
(If yes, discuss the impact of of deficiencies and implications on results. If relevant, justify accepability of study
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and Methods
	State if the applicant’s version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.   

	Results and discussion
	Adopt applicant's version or include revised version. If necessary, discuss relevant deviations from applicant's view referring to the (sub)heading numbers

	Conclusion
	Adopt applicant's version or include revised version

	Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator

	Acceptability
	acceptable / non acceptable
(give reasons if necessary, e.g. if a study is considered acceptable despite a poor reliability indicator; if unacceptable, give reasons for unacceptability of study; discuss the relevance of the deficiencies. Indicate if repeat is necessary)

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

	Materials and Methods
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant's summary and conclusion. 
Discuss if deviating from view of rapporteur member state

	Results and discussion
	Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_4_3_4-1:
Preparation of TS solution for poorly soluble or volatile test substances 

	Criteria
	Details

	Dispersion
	Yes/No

	Vehicle
	Yes/No 
(If yes, specify: e.g. organic solvents, emulsifiers or dispersants)

	Concentration of vehicle
	Give the concentration (% v/v)

	Vehicle control performed
	Yes/No
(If yes, specify)

	Other procedures
	e.g. test in completely filled closed vessels for testing volatile test substance


Table A7_4_3_4-2:
Dilution water

	Criteria
	Details

	Source
	

	Salinity
	

	Hardness
	

	pH
	

	Ca / Mg ratio
	

	Na / K ratio
	

	Oxygen content
	

	Conductance
	

	TOC
	

	Holding water different from dilution water
	Yes/No
(If yes, specify)


Table A7_4_3_4-3:
Test organisms

	Criteria
	Details

	Strain / Clone
	

	Source
	

	Age
	

	Breeding method
	

	Kind of food
	

	Amount of food
	

	Feeding frequency
	

	Pretreatment
	e.g. acclimation

	Feeding of animals during test
	Yes/No
(If yes, specify)


Table A7_4_3_4-4:
Test system

	Criteria
	Details

	Test type
	Static /  Semistatic /  Flow-through

	Renewal of test solution
	in case of renewal, describe intervals and procedure

	Volume of test vessels
	

	Volume/animal
	

	Number of animals/vessel
	

	Number of vessels/ concentration
	

	Test performed in closed vessels due to significant volatility of TS
	Yes/No
(If yes, specify)


Table A7_4_3_4-5:
Test conditions

	Criteria
	Details

	Test temperature
	Give measurements conducted during test

	Dissolved oxygen
	Give measurements conducted during test

	pH
	Give measurements conducted during test

	Adjustment of pH
	Yes/No
(If yes, specify)

	Aeration of dilution water
	Yes/No
(If yes, specify)

	Quality/Intensity of irradiation
	e.g. white-type fluorescent lamps; light-temperature 4200 K; 30 - 100 lm at water surface

	Photoperiod
	e.g. 12 h photoperiod daily


Table A7_4_3_4-6:
Validity criteria for invertebrate reproduction test according to OECD
Guideline 211

	
	fulfilled
	Not fullfilled

	Mortality of parent animals < 20% at test termination
	
	

	Mean number of live offspring produced per parent animal surviving at test termination ( 60
	
	


	Criteria for poorly soluble test substances ergänzen
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	16 Reference
	Official
use only

	16.1 Reference
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	16.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	16.2.1 Data owner
	Give name of company
	

	16.2.2 
	
	

	16.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	17 Guidelines and Quality Assurance
	

	17.1 Guideline study
	Yes/No

(If yes, give guidelines; if no, give justification, e.g. "no guidelines available" or "methods used comparable to guidelines xy")
	

	17.2 GLP
	Yes/No

(If no, give justification, e.g. state that GLP was not compulsory at the time the study was performed)
	

	17.3 Deviations
	Yes/No

(If yes, describe deviations from test guidelines or refer to respective field numbers where these are described, e.g. "see 3.x.y")
	

	
	18 Materials and Methods
	

	18.1 Test material
	As given in section 2

or give name used in study report 
	

	18.1.1 Lot/Batch number
	List lot/batch number if available
	

	18.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

(describe specification under separate subheadings, such as the following; additional subheadings may be appropriate):
	

	18.1.3 Purity
	Give purity in % of active substance
	

	18.1.4 Composition of Product
	Only if investigation with biocidal product, give percentage of any ingredients 
	

	18.1.5 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method (e.g. substance stability, volatility, water solubility, nitrogen content).
	

	18.1.6 Method of analysis
	Describe briefly; give cross-reference to the methods given in standard format A4 if appropriate
	

	18.2 Reference substance
	Yes/No

(If yes, specify)
	

	18.2.1 Method of analysis for reference substance
	Describe briefly, if reference substance was tested
	

	18.3 Testing procedure
	Non-entry field
	

	18.3.1 Soil sample / 
inoculum /
test organism
	Give (in tabular form) details on type, nature and properties of soil sample / microbial inoculum (see table A7_5_1_1-1) or test organisms (single species test) (see table A7_5_1_1-2)
	

	18.3.2 Test system
	Give details on test type, laboratory equipment etc. in tabular form (see table A7_5_1_1-3)
	

	18.3.3 Application of TS
	Give relevant details in tabular form (including procedure for poorly soluble / volatile TS (see table A7_5_1_1-4)
	

	18.3.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_5_1_1-5)
	

	18.3.5 Test parameter
	Specify, e.g. inhibition of microbial carbon transformation
	

	18.3.6 Analytical parameter
	Specify, e.g. CO2 measurement
	

	18.3.7 Duration of the test
	
	

	18.3.8 Sampling
	Give details on sampling intervals
	

	18.3.9 Monitoring of TS concentration
	Yes/No

(If yes, give intervals)
	

	18.3.10 Controls
	Specify type and relevant details of controls: e.g. control without test substance; abiotic controls; carrier control
	

	18.3.11 Statistics 
	Describe or refer to calculation procedures applied
	

	
	19 Results
	

	19.1 Range finding test
	Performed / Not performed 
(If performed, fill in 4.1.1 and 4.1.2)
	

	19.1.1 Concentration
	
	

	19.1.2 Effect data
	
	

	19.2 Results test substance
	Non-entry field 
	

	19.2.1 Initial concentrations of test substance
	
	

	19.2.2 Actual concentrations of test substance
	Give measurements conducted during test
	

	19.2.3 Growth curves
	If appropriate for inoculum / test organisms
	

	19.2.4 Cell concentration data
	If appropriate, give the cell concentrations (absolute measurements and percent of control) in tabular form for each concentration applied
	

	19.2.5 Concentration/
response curve
	Plot of the percent inhibition vs. concentration of test substance
	

	19.2.6 Effect data 
	Give in tabular form individual and mean values for quantities of determined analytical parameter (e.g. CO2-release) at each tested TS concentration;
report calculated E50 value (including 95 % c.l.) and, if appropriate, ECx (e.g. EC10, EC100), and NOEC values
	

	19.2.7 Other observed effects 
	Indicate e.g. any observed inhibition phenomena
	

	19.3 Results of controls
	Include data for all controls applied: e.g. control without test substance; abiotic control; carrier control
	

	19.4 Test with reference substance
	Performed / Not performed 
(If performed, fill in 4.4.1 and 4.4.2)
	

	19.4.1 Concentrations
	
	

	19.4.2 Results
	Give EC50, if possible 
	

	
	20 Applicant's Summary and conclusion
	

	20.1 Materials and methods
	Give concise description of method; give test guidelines no. and discuss relevant deviations from test guidelines
	

	20.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, adsorption behaviour, volatility) as well as any observations affecting test results

	

	20.2.1 NOEC
	
	

	20.2.2 EC10
	
	

	20.2.3 EC50
	
	

	20.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled (e.g. results of controls and with reference substance in acceptable range). Discuss dose-response relationship
	

	20.3.1 Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator 0, 1, 2, 3, or 4
	

	20.3.2 Deficiencies
	No/Yes

(If yes, discuss the impact of deficiencies and implications on results. If relevant, justify acceptability of study.)
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give month and year of evaluation or comments

	Materials and Methods
	State if the applicant’s version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.   

	Results and discussion
	Adopt applicant's version or include revised version. If necessary, discuss relevant deviations from applicant's view referring to the (sub)heading numbers

	Conclusion
	Adopt applicant's version or include revised version

	Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator

	Acceptability
	acceptable / not acceptable

(give reasons if necessary, e.g. if a study is considered acceptable despite a poor reliability indicator. Discuss the relevance of deficiencies and indicate if repeat is necessary.)

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Materials and Methods
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant's summary and conclusion. 
Discuss if deviating from view of rapporteur member state

	Results and discussion
	Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_5_1_1-1:
Microbial sample / Inoculum (if applicable; include separate table for different 
samples)

	Criteria
	Details

	Nature
	e.g. soil sample

	Sampling site:
	

	Geographical reference on the sampling site 
	latitude, longitude

	Data on the history of the site
	e.g. vegetation cover, treatments with fertilizers

	Use pattern
	e.g. agricultural soil, forest

	Depth of sampling [cm]
	

	Sand / Silt / Clay content [% dry weight]
	

	pH
	in water

	Organic carbon content [% dry weight]
	

	Nitrogen content [% dry weight]
	

	Cation exchange capacity [mmol/kg]
	

	Initial microbial biomass
	percent of total organic carbon

	Reference of methods
	specify methods used to determine each parameter

	Collection / storage of samples
	give all relevant details

	Preparation of  inoculum for exposure
	give details, e.g. on washing, centrifugation 

	Pretreatment
	e.g. pre-incubation, adaptation procedure


Table A7_5_1_1-2:
Test organism (if applicable)

	Criteria
	Details

	Species
	

	Strain
	

	Source
	

	Sampling site
	

	Laboratory culture
	Yes/No
(If no, specify)

	Method of cultivation
	

	Preparation of  inoculum for exposure
	give details, e.g. on washing, centrifugation 

	Pretreatment
	e.g. adaptation

	Initial cell concentration
	include data as mg suspended solids/l, mg effluent/l or approx. number of cells/l depending on test method


Table A7_5_1_1-3:
Test system

	Criteria
	Details

	Culturing apparatus
	e.g. glass tubes

	Number of vessels / concentration
	

	Aeration device
	

	Measuring equipment
	 e.g. infrared gas analyzer 

	Test performed in closed vessels 
	e.g. for volatile TS and/or to prevent water loss;
specify, if appropriate (e.g. containers covered with gas-tight film)



Table A7_5_1_1-4:
Application of  test substance 

	Criteria
	Details

	Application procedure
	specify procedure: e.g. applied in aqueous solution, dissolved in volatile solvent, mixed (as liquid or powder) directly to soil

	Carrier
	 specify liquid (e.g. organic solvents) or inert solid (e.g. quarz sand) carriers, if applied 

	Concentration of liquid carrier [% v/v]
	

	Liquid carrier control 
	specify, if liquid carrier is used

	Other procedures
	e.g. test in gas-tight vessels (e.g. for testing volatile test substances)


Table A7_5_1_1-5:
Test conditions 

	Criteria
	Details

	Organic substrate
	details of amendment

	Incubation temperature
	give measurements conducted during test

	Soil moisture
	give measurements conducted at start and during test

	Method of soil incubation
	e.g. as bulk or individual subsamples

	Aeration 
	Yes/No
(If yes, specify: e.g. air-flow)
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	21 Reference
	Official
use only

	21.1 Reference 
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	21.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	21.2.1 Data owner
	Give name of company
	

	21.2.2 
	
	

	21.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	22 Guidelines and Quality Assurance
	

	22.1 Guideline study
	Yes/No

(If yes, give guidelines; if no, give justification, e.g. "no guidelines available" or "methods used comparable to guidelines xy")
	

	22.2 GLP
	Yes/No

(If no, give justification, e.g. state that GLP was not compulsory at the time the study was performed)
	

	22.3 Deviations
	Yes/No

(If yes, describe deviations from test guidelines or refer to respective field numbers where these are described, e.g. "see 3.x.y")
	

	
	23 Method

See Dossier Guidance for level of detail required in summarizing test and study reports
	

	23.1 Test material
	As given in section 2

or give name used in study report 
	

	23.1.1 Lot/Batch number
	List lot/batch number if available
	

	23.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

(describe specification under separate subheadings, such as the following; additional subheadings may be appropriate):
	

	23.1.3 Purity
	Give analytical purity in % of active substance
	

	23.1.4 Composition of Product
	Only if investigation with biocidal product, give percentage of any ingredients 
	

	23.1.5 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method (substance stability, vapour pressure, water solubility).
	

	23.1.6 Method of analysis
	Describe briefly; give cross-reference to the methods given in standard format A4 if appropriate
	

	23.2 Reference substance
	Yes/No
(If yes, specify)
	

	23.2.1 Method of analysis for reference substance
	Describe briefly, if reference substance was tested
	

	23.3 Testing procedure
	Non-entry field
	

	23.3.1 Preparation of the test substance
	If the test substance is diluted in water or organic solvent, give details on the solution in tabular form (see table A7_5_1_2-1)
	

	23.3.2 Application of the test substance
	Describe the application of the test substance to the soil and/or to the filter paper (e.g. spraying, mixing)
	

	23.3.3 Test organisms
	Give details on tested organisms in tabular form (see table A7_5_1_2-2)
	

	23.3.4 Test system
	Give details on test type, laboratory equipment, test substrate, replicates etc. in tabular form (see table A7_5_1_2-3)
	

	23.3.5 Test conditions
	Give relevant test conditions in tabular form (see table A7_5_1_2-4)
	

	23.3.6 Test duration
	
	

	23.3.7 Test parameter
	Specify, e.g. mortality
	

	23.3.8 Examination
	Give details on examination intervals
	

	23.3.9 Monitoring of test substance concentration
	Yes/No
(If yes, give intervals)
	

	23.3.10 Statistics 
	Describe or refer to calculation procedures applied
	

	
	24 Results

If appropriate, include tables. Sample tables are given below
	

	24.1 Filter paper test
	Performed / Not performed 
(If performed, fill in 4.1.1 to 4.1.3)
	

	24.1.1 Concentration
	amount applied to filter paper (mg/cm²)
concentration of solution applied (g/ml)
	

	24.1.2 Number/ percentage of animals showing adverse effects
	Give data, preferably in tabular form
	

	24.1.3 Nature of adverse effects
	
	

	24.2 Soil test
	Non-entry field 
	

	24.2.1 Initial concentrations of test substance
	[mg/kg dry weight artificial soil]
	

	24.2.2 Effect data (Mortality)
	Give the mortality data as absolute numbers of non-reaction earthworms and as percent of exposed earthworms in tabular form (see table A7_5_1_2-5); report LC0, LC50 and LC100 values after test termination (including 95 % c.l.; see table A7_5_1_2-6)
	

	24.2.3 Concentration / effect curve
	Graph of the concentration-mortality curve at test termination
	

	24.2.4 Other effects
	Describe any other observations differentiating organisms in tests and controls (e.g. weight loss, behavioural symptoms, pathological symptoms and changes in appearance)

	

	24.3 Results of controls
	
	

	24.3.1 Mortality
	Give the mortality data of controls preferably in tabular form
	

	24.3.2 Number/ percentage of earthworms showing adverse effects
	Preferably in tabular form
	

	24.3.3 Nature of adverse effects
	Tabular form
	

	24.4 Test with reference substance
	Performed / Not performed 
(If performed, fill in 4.4.1 and 4.4.2)
	

	24.4.1 Concentrations
	
	

	24.4.2 Results
	Give data, e.g. LC50 value for mortality
	

	
	25 Applicant's Summary and conclusion
	

	25.1 Materials and methods
	Give guidelines and describe/discuss deviations from test guidelines or, in case of non-guideline study, describe method briefly
	

	25.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. stability and possible degradation products, adsorption behaviour, volatility).
	

	25.2.1 LC0
	
	

	25.2.2 LC50
	
	

	25.2.3 LC100
	
	

	25.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in table A7_5_1_2-7).
	

	25.3.1 Other Conclusions
	
	

	25.3.2 Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator 0, 1, 2, 3, or 4
	

	25.3.3 Deficiencies
	Yes/No
(If yes, discuss the impact of of deficiencies and implications on results. If relevant, justify accepability of study
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and Methods
	State if the applicant’s version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.   

	Results and discussion
	Adopt applicant's version or include revised version. If necessary, discuss relevant deviations from applicant's view referring to the (sub)heading numbers

	Conclusion
	LC0:
LC50:
LC100:
Other conclusions:
(Adopt applicant's version or include revised version)

	Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator

	Acceptability
	acceptable / non acceptable
(give reasons if necessary, e.g. if a study is considered acceptable despite a poor reliability indicator; if unacceptable, give reasons for unacceptability of study; discuss the relevance of the deficiencies. Indicate if repeat is necessary)

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

	Materials and Methods
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant's summary and conclusion. 
Discuss if deviating from view of rapporteur member state

	Results and discussion
	Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_5_1_2-1:
Preparation of TS solution 

	Criteria
	Details

	Type and source of dilution water
	

	Alkalinity / Salinity
	

	Hardness
	

	pH
	

	Oxygen content
	

	Conductance
	

	Holding water different from dilution water
	Yes/No
(If yes, specify)

	In case of the use of an organic solvent

	Dispersion
	Yes/No
(If yes, specify)

	Vehicle
	Yes/No
(If yes, specify: e.g. organic solvents, emulsifiers or dispersants)

	Concentration of vehicle
	Give the concentration (% v/v)

	Vehicle control performed
	Yes/No
(If yes, specify)

	Other procedures
	e.g. test in completely filled closed vessels for testing volatile test substance


Table A7_5_1_1-2:
Test organisms

	Criteria
	Details

	Species/strain
	e.g. Eisenia foetida andrei

	Source of the initial stock
	

	Culturing techniques
	Keeping and breeding conditions

	Age/weight
	Average weight and age of earthworms (including minimum/maximum values) used in test

	Pre-treatment
	e.g. acclimation period, temperature, moisture, pH


Table A7_5_1_1-3:
Test system

	Criteria
	Details

	Artificial soil test substrate
	Detailed composition of the test substrate (% clay, sand, sphagnum peat), pH, moisture etc. and give the used method.
Give Total Carbon (TC) and Total Organic Carbon (TOC) content

	Test mixture
	Give the relationship test substance : artificial soil (mg/kg) per concentration level

	Size, volume and material of test container
	

	Amount of artificial soil (kg)/ container
	

	Nominal levels of test concentrations
	(e.g. 2, 4, 8, 16, 32 mg/kg artificial soil)

	Number of replicates/concentration
	

	Number of earthworms/test concentration
	

	Number of earthworms/container
	

	Light source
	

	Test performed in closed vessels due to significant volatility of test substrate
	Yes/No
(If yes, specify)


Table A7_5_1_2-4:
Test conditions

	Criteria
	Details

	Test temperature
	Give measurements conducted during test (preferably in tabular form)

	Moisture content
	Give measurements conducted during test (preferably in tabular form)

	pH
	Give measurements conducted during test (preferably in tabular form)

	Adjustment of pH
	Yes/No
(If yes, specify)

	Light intensity / photoperiod
	

	Relevant degradation products
	Give degradation products with possible negative or positive interferences


Table A7_5_1_2-5: 
Mortality data

	Test Substance

Concentration
(nominal/measured)1

[mg/kg artificial soil]
	Mortality

	
	Number


7 d
14 d
	Percentage


7 d
14 d

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Temperature [°C]
	
	

	pH
	
	

	Moisture content
	
	


1 specify, if TS concentrations were nominal or measured

Table A7_5_1_2-6: 
Effect data

	
	14 d [mg/kg soil]1
	95 % c.l.

	LC0
	
	

	LC50
	
	

	LC100
	
	


1 indicate if effect data are based on nominal (n) or measured (m) concentrations

Table A7_5_1_2-7:
Validity criteria for acute earthworm test according to OECD 207

	
	fulfilled
	Not fulfilled

	Mortality of control animals < 10% 
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	26 Reference
	Official
use only

	26.1 Reference 
	Author(s), year, title, laboratory name, laboratory report number, report date (if published, list journal name, volume: pages)
If necessary, copy field and enter other reference(s).
	

	26.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	26.2.1 Data owner
	Give name of company
	

	26.2.2 
	
	

	26.2.3 Criteria for data protection
	Choose one of the following criteria (see also TNsG on Product Evaluation) and delete the others:

Data on new [a.s. / b.p.] for [first entry to Annex I/IA / authorisation]
Data submitted to the MS after 13 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data submitted to the MS before 14 May 2000 on existing [a.s. / b.p.] for the purpose of  its [entry into Annex I/IA / authorisation]
Data on existing or new [a.s. / b.p.] to [maintain or vary a.s. Annex I/IA entry / vary conditions of a b.p.'s authorisation]

No data protection claimed
	

	
	27 Guidelines and Quality Assurance
	

	27.1 Guideline study
	Yes/No

(If yes, give guidelines; if no, give justification, e.g. "no guidelines available" or "methods used comparable to guidelines xy")
	

	27.2 GLP
	Yes/No

(If no, give justification, e.g. state that GLP was not compulsory at the time the study was performed)
	

	27.3 Deviations
	Yes/No

(If yes, describe deviations from test guidelines or refer to respective field numbers where these are described, e.g. "see 3.x.y")
	

	
	28 Method

See Dossier Guidance for level of detail required in summarizing test and study reports
	

	28.1 Test material
	As given in section 2

or give name used in study report 
	

	28.1.1 Lot/Batch number
	List lot/batch number if available
	

	28.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

(describe specification under separate subheadings, such as the following; additional subheadings may be appropriate):
	

	28.1.3 Purity
	Give analytical purity in % of active substance
	

	28.1.4 Composition of Product
	Only if investigation with biocidal product, give percentage of any ingredients 
	

	28.1.5 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method (substance stability, vapour pressure, water solubility).
	

	28.1.6 Method of analysis
	Describe briefly; give cross-reference to the methods given in standard format A4 if appropriate
	

	28.2 Preparation of TS solution for poorly soluble or volatile test substances 
	Only applicable, if mechanical dispersion or solubilizing agents are applied for test substances of low aqueous solubility or if special procedures are applied for testing volatile test substances (tabular form; see table A7_5_1_3-1)
	

	28.3 Reference substance
	Yes/No
(If yes, specify)
	

	28.3.1 Method of analysis for reference substance
	Describe briefly, if reference substance was tested
	

	28.4 Testing procedure
	Non-entry field
	

	28.4.1 Dilution water
	Give details on dilution water in tabular form (see table A7_5_1_3-2)
	

	28.4.2 Test plants
	Give details on tested plants in tabular form (see table A7_5_1_3-3)
	

	28.4.3 Test system
	Give details on test type, planting, application of test substance, rating/harvest, replicates etc. in tabular form (see table A7_5_1_3-4)
	

	28.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_5_1_3-5)
	

	28.4.5 Test duration
	
	

	28.4.6 Test parameter
	
	

	28.4.7 Sampling
	Give details on sampling intervals and sample storage before analysis
	

	28.4.8 Method of analysis of the plant material
	Describe briefly the analysis of the plant material; give cross-reference to the methods given in standard format A4 if appropriate
	

	28.4.9 Quality control
	
	

	28.4.10 Statistics
	Describe or refer to calculation procedures applied
	

	
	29 Results

If appropriate, include tables. Sample tables are given below
	

	29.1 Results test substance
	Non-entry field 
	

	29.1.1 Applied initial concentration
	
	

	29.1.2 Phytotoxicity rating
	Give rating for each plant or population preferably in tabular form
	

	29.1.3 Plant height
	Average value, including maximum/minimum (or tabular form)
	

	29.1.4 Plant dry weights
	Average value, including maximum/minimum
	

	29.1.5 Root dry weights
	Average value, including maximum/minimum
	

	29.1.6 Root length
	Average value, including maximum/minimum
	

	29.1.7 Number of dead plants
	
	

	29.1.8 Effect data
	Give the effect data as absolute numbers of change in plant growth and change in emergence and as per cent relative to the control (see table A7_5_1_3-6); report EC50 (including 95 % c.l.) and, if appropriate, EC20 and EC80 values
	

	29.1.9 Concentration / response curve
	Graph of the concentration-response curve at test termination
	

	29.1.10 Other effects
	Describe any other observations differentiating plants in tests and controls (e.g. reduced chlorophyll formation)
	

	29.2 Results of controls
	
	

	29.2.1 Number/ percentage of plants showing adverse effects
	Preferably in tabular form
	

	29.2.2 Nature of adverse effects
	Tabular form
	

	29.3 Test with reference substance
	Performed / Not performed 
(If performed, fill in 4.3.1 and 4.3.2)
	

	29.3.1 Concentrations
	
	

	29.3.2 Results
	Give information according to 4.1.1 to 4.1.8
	

	
	30 Applicant's Summary and conclusion
	

	30.1 Materials and methods
	Give guidelines and describe/discuss deviations from test guidelines or, in case of non-guideline study, briefly describe method
	

	30.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, adsorption behaviour, volatility).
	

	30.2.1 EC20
	
	

	30.2.2 EC50
	
	

	30.2.3 EC80
	
	

	30.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in table A7_5_1_3-7).
	

	30.3.1 Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator 0, 1, 2, 3, or 4
	

	30.3.2 Deficiencies
	Yes/No
(If yes, discuss the impact of of deficiencies and implications on results. If relevant, justify accepability of study
	

	
	
	

	
	Evaluation by Competent Authorities
	

	
	Use separate "evaluation boxes" to provide transparency as to the comments and views submitted
	

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

	Materials and Methods
	State if the applicant’s version is acceptable or indicate relevant discrepancies referring to the (sub) heading numbers and to applicant’s summary and conclusion.   

	Results and discussion
	Adopt applicant's version or include revised version. If necessary, discuss relevant deviations from applicant's view referring to the (sub)heading numbers

	Conclusion
	Effective phytotoxicity concentration:
Other conclusions:
(Adopt applicant's version or include revised version)

	Reliability
	Based on the assessment of materials and methods include appropriate reliability indicator

	Acceptability
	acceptable / non acceptable
(give reasons if necessary, e.g. if a study is considered acceptable despite a poor reliability indicator; if unacceptable, give reasons for unacceptability of study; discuss the relevance of the deficiencies. Indicate if repeat is necessary)

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

	Materials and Methods
	Discuss additional relevant discrepancies referring to the (sub)heading numbers and to applicant's summary and conclusion. 
Discuss if deviating from view of rapporteur member state

	Results and discussion
	Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_5_1_3-1:
Preparation of TS solution for poorly soluble or volatile test substances 
	Criteria
	Details

	Dispersion
	Yes/No

	Vehicle
	Yes/No 
(If yes, specify: e.g. organic solvents, emulsifiers or dispersants)

	Concentration of vehicle
	Give the concentration (% v/v)

	Vehicle control performed
	Yes/No
(If yes, specify)

	Other procedures
	e.g. test in completely filled closed vessels for testing volatile test substance


Table A7_5_1_3-2:
Dilution water

	Criteria
	Details

	Source
	

	Alkalinity / Salinity
	

	Hardness
	

	pH
	

	Oxygen content
	

	Conductance
	

	Holding water different from dilution water
	Yes/No
(If yes, specify)


Table A7_5_1_3-3:
Test plants

	
	Family
	Species
	Common name
	Source (seed/plant)

	Dicotyledonae
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Monocotyledonae
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Table A7_5_1_3-4:
Test system

	Criteria
	Details

	Test type
	e.g. greenhouse / growth chamber test / small field plots

	Container type
	If appropriate, give type and size

	Seed germination potential
	Include information

	Identification of the plant species
	Give cultivars or assignment of an identification number to the cultivar used

	Number of replicates
	

	Numbers of plants per replicate per dose
	

	Date of planting
	

	Plant density
	

	Date of test substance application
	

	High of plants at application
	

	Date of phytotoxicity rating or harvest
	

	Dates of analysis
	


Table A7_5_1_3-5:
Test conditions

	Criteria
	Details

	Test type
	Include information

	Method of application
	Including equipment type and number of applications

	Application levels
	e.g. maximum label rate

	Dose rates
	[kg / g / mg per ha / m² / l / m³]

	Substrate characteristics
	Name/design of soil type, physical-chemical properties, pH value, % organic matter

	Watering of the plants
	Describe briefly the watering procedure (rainfall, watering regime – overhead/bottom watering) and frequency of watering

	Temperature
	Include data

	Thermoperiod
	If appropriate, include data

	Light regime
	If appropriate, intensity and quality

	Relative humidity
	Include data

	Wind volatility
	If appropriate, include data

	Observation periods and duration of test
	Give time periods to observe any effects and test termination date (preferably in tabular form)

	Pest control
	If appropriate, describe the methods to reduce any harmful influences like diseases/pests

	Any other treatments and procedures
	Cultural and irrigation practices


Table A7_5_1_3-6: 
Effective phytotoxicity after test termination
	Test Substance

Concentration
(nominal/measured)1

[mg/l]
	Absolute Numbers
	Per cent relative to control

	
	Plant height
	Plant dry weight
	Root dry weight
	Dead plants
	Plant height
	Plant dry weights
	Root dry weight
	Dead plants

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Temperature [°C]
	
	
	
	

	Relative humidity
	
	
	
	


1 specify, if TS concentrations were nominal or measured

Table A7_5_1_3-7:
Validity criteria for terrestrial plant toxicity according to 

EPA OPPTS 850.4150 (vegetative vigor test)

	
	Fulfilled
	Not fulfilled

	Adverse effect > 25 % on one or more plant species (EPA)
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