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October 2002


Part III-4: 
Standard Formats for Study Summaries (cont'd)


	Section A7.1.1.1.1

Annex Point IIA7.6.2.1
	Hydrolysis as a function of pH and identification of breakdown products
	

	
	
	

	
	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 analytical 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 (substance stability,  storage, volatility, water solubility, of base or acid catalysis).
	

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

	3.2.1 Initial concentration of reference substance
	Give only if deviations from guideline (e.g. lower concentration due to inhibitory activity of TS) 
	

	3.3 Test solution
	Describe the preparation in detail including controls, test material concentrations, buffer solutions (tabular form; see table A7_1_1_1_1-1), replications and experimental conditions (tabular form; see table A7_1_1_1_1-2)
	

	3.4 Testing procedure
	Non-entry field
	

	3.4.1 Test system
	Describe the test system  in detail including kind of flasks and other equipment used, sterilisation method (tabular form; see table A7_1_1_1_1-3); give measures applied for avoiding photolytic effects and to exclude oxygen; if appropriate, give details on test procedure for unstable compounds (as defined by the preliminary test) ( e.g. thermostatted buffer test solutions, selected temperatures)
	

	3.4.2 Temperature
	Give the test temperatures during the test for each experiment.
	

	3.4.3 pH
	Give the initial and the final pH for each experiment.
	

	3.4.4 Duration of the test
	Give the time range of the hydrolysis test.
	

	3.4.5 Number of replicates
	
	

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

	3.4.7 Analytical methods
	Describe the used analytic method for the identification of the parent compound and transformation products, including sample preparation, enrichment technique (if necessary), recovery data, precision and calibration.
	

	3.5 Preliminary test
	Yes/No

(If yes, give buffer systems used; if no, give justification)

Preliminary test is required, if e.g. the hydrolytic behaviour of the substance is unknown (at 50°C).
	

	
	4 Results
	

	4.1 Concentration and hydrolysis values
	In tabular form (see table A7_1_1_1_1-4), present the hydrolysis results for all observation times and all treatments for parent compound, reference compound and transformation products.  If replicate samples were used, present the raw numbers or mean values (and standard deviations if calculated by the applicant).  Describe any anomalies or problems encountered (e.g. buffer effects)
	

	4.2 Hydrolysis rate constant (kh)
	Give the hydrolysis rate constant (kh) as a function of pH and temperature and the correlation coefficient for each set of experiments (tabular representation including mean value, standard deviation, coefficient of variation and range).
	

	4.3 Dissipation time
	Give the time required to reduce 50 %  and 90 % (DT90) of the  initial concentrations of parent compound and transformation products (tabular form; see table A7_1_1_1_1-5)
	

	4.4 Concentration – time data
	Give all concentration-time data points(Ct) for reactions and represent the data points in a non-linear log concentration-time plot.

Give the mean value for each time point for each hydrolysis experiment.
	

	4.5 Specification of the transformation products
	Identification is required for transformation products which at any sampling time account for > 10 % of a.s. added unless the half-life of the transformation product is < 6 days and the a.s. is not continuously released to the environment; for each transformation product, describe it’s concentration and indicate the percent of parent compound; describe the formation and decline of transformation products; provide the pathways of transformation; give chemical name and percent of parent compound  of the hydrolysis transformation products in tabular form (see table A7_1_1_1_1-6).
	

	
	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
	Summarise relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, volatility, impurities, buffer effect) and their impact on results.
	

	5.2.1 kH
	
	

	5.2.2 DT50
	
	

	5.2.3 r2
	
	

	5.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Give conclusion concerning the hydrolysis of the a.s. in relationship to the toxicity of the a.s and the degradation products. Give the major degradation product.
	

	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

	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_1_1_1_1-1:
Type and composition of buffer solutions (specify kind of water if necessary)

	pH
	Type of buffer (final molarity)
	Composition

	5
	
	x mL of x M buffer stock solution(s) made up to x L with water

	7
	
	x mL of x M buffer stock solution(s) made up to x L with water

	9
	
	x mL of x M buffer stock solution(s) made up to x L with water


Table A7_1_1_1_1-2:
Description of test solution

	Criteria
	Details

	Purity of water
	Reagent-grade water (e. g. water according to ASTM Type IIA standards or an equivalent grade) or distilled, sterile water.

If other water is used, give a detailed description of the composition, including water hardness and salinity

	Preparation of test medium
	Describe preparation in detail

	Test concentrations (mg a.i./L)
	Give the initial concentration (C0) of the test substance in the test solution for each replicate.

	Temperature (C)
	

	Controls
	

	Identity and concentration of co-solvent
	If additive (e. g. solvents) are used to increase the solubility of the test substance, describe the additive and give the concentration (% v/v).

	Replicates
	Give details




Table A7_1_1_1_1-3:
Description of test system

	Glassware
	Describe the used test flasks (type, volume, material, size)

	Other equipment
	Describe the eqiupment used (e.g. water bath, pH meter)

	Method of sterilization
	Describe the sterilisation of the glassware (e. g. chemical or temperature sterilisation).


Table A7_1_1_1_1-4:
Hydrolysis of test compound, transformation products and reference substance, 
expressed as percentage of initial concentrations, at pH 5, pH 7 and pH 9. (one table for each pH value; adjust table size as required)
	Compound
	Sampling times (days, hours, or other time period)

	
	0
	t1
	t2
	t3
	t4
	t5
	t6
	tn

	Parent compound

	
	
	
	
	
	
	
	

	Transformation product 1
	
	
	
	
	
	
	
	

	Transformation product 2
	
	
	
	
	
	
	
	

	Transformation product n
	
	
	
	
	
	
	
	

	Reference compound

	
	
	
	
	
	
	
	

	Volatiles (if measured)
	
	
	
	
	
	
	
	

	Total % recovery
	
	
	
	
	
	
	
	


Table A7_1_1_1_1-5:
Dissipation times of parent compound, transformation products and reference 
compound at pH 5,  pH 7 and pH 9

	
	pH 5
	pH 7
	pH 9

	
	DT50
	DT90
	DT50
	DT90
	DT50
	DT90

	Parent compound

	
	
	
	
	
	

	Transformation product 1
	
	
	
	
	
	

	Transformation product 2
	
	
	
	
	
	

	Transformation product n
	
	
	
	
	
	

	Reference compound

	
	
	
	
	
	


Table A7_1_1_1_1-6:
Specification and amount of transformation products (adjust table size as 
required)

	CAS-Number


	CAS and/or IUPAC Chemical Name(s)

	Amount [%] of parent compound measured at 

	
	
	pH 5
	pH 7
	pH 9



	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Section A7.1.1.1.2

Annex Point IIA7.6.2.2
	Phototransformation in water including identity of transformation products
	

	
	
	

	
	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 Materials and Methods
	

	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 purity in % of active substance
	

	8.1.4 Radiolabelling
	If radiolabelled test material is used, give details (e.g. position of label)
	

	8.1.5 UV/VIS absorption spectra and absorbance value
	If available, give the UV/VIS absorption spectra and the absorbance (A() as a function of wavelength (290 to 800 nm).
	

	8.1.6 Further relevant properties
	If appropriate; give any substance specific properties affecting test performance/applicability of the method (e.g. stability in water, volatility, water solubility, oxidising properties, ionizing/protonating properties, pKa value).
	

	8.2 Reference substances
	If appropriate, a recent test spectrum on reference chemicals for photometric and wavelength accuracy should be given.
	

	8.3 Test solution
	Describe the preparation in detail including controls, test material concentrations, buffer solutions, number of replicates and experimental conditions (tabular form; see table A7_1_1_2-1).
	

	8.4 Testing procedure
	Non-entry field
	

	8.4.1 Test system
	Describe the test system  in detail including kind of tubes and other equipment used, sterilisation method (tabular form; see table 1.2); give measures applied for avoiding loss of substance; if appropriate, give details on test procedure for unstable compounds.
	

	8.4.2 Properties of light source
	Describe details of the artificial light source or the natural sunlight (see table A7_1_1_2-2)
	

	8.4.3 Determination of irradiance
	Describe the technique to measure the quality/intensity of irradiance (artificial irradiance, natural sunlight); if a sunlight actinometer (standard p-nitroacetophenonepyridine actinometer) was used, give the molar concentration of the pyridine.
	

	8.4.4 Temperature
	Give the test temperatures during the test for each experiment.
	

	8.4.5 pH
	Give the initial and the final pH for each experiment.
	

	8.4.6 Duration of the test
	Give the time range of the photolysis test including photoperiod; if appropriate, specify details of discontinuous exposure
	

	8.4.7 Number of replicates
	
	

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

	8.4.9 Analytical methods
	Describe the used analytic method for the identification of the parent compound, transformation products and actinometer-chemicals, including sample preparation, enrichment technique (if necessary), recovery data, precision and calibration; if appropriate, give cross-reference to format A
	

	8.5 Transformation products
	Transformation products tested: Yes/No

Identification is required for transformation products which at any sampling time account for > 10 % of a.s. added unless the half-life of the transformation product is < 6 days and the a.s. is not continuously released to the environment. 
	

	8.5.1 Method of analysis for transformation products
	Describe briefly, if transformation products were tested; give cross-reference to the methods given in standard format A4, if appropriate.
	

	
	9 Results
	

	9.1 Screening test
	Performed / Not performed

(If performed, summarize relevant test results and calculated values in tabular form;see table A7_1_1_2-3)
	

	9.2 Actinometer data
	If an actinometer is used, summarize the relevant experimental and calculated data in tabular form (see table A7_1_1_2-4) 
	

	9.3 Controls
	Report the initial molar test substance concentration (C0) and the final molar concentration (Ct) of the controls.
	

	9.4 Photolysis data
	Non-entry field
	

	9.4.1 Concentration values
	Give the molar concentration values of the test substance at the start of each photolysis experiment and each time point t for each replicate (mean values; graphical presentation)
	

	9.4.2 Mass balance
	Give total recovery of radiolabelled test substance (maximum and time) and mean overall recovery
	

	9.4.3 kcp
	Give the measured photolysis rate constant kcp. for the test substance.
	

	9.4.4 Kinetic order
	e.g. pseudo first order
	

	9.4.5 kcp / kap
	For actinometer studies: give ratio of direct sunlight rate constant of test substance in water in tubes to rate constant of the actinometer (including correlation coefficient); value to be corrected if loss of test substance and/or actinometer was observed.
	

	9.4.6 Reaction quantum yield ((cE)
	Give the sunlight reaction quantum yield ((cE) of the test substance.
	

	9.4.7 kpE
	Calculate the direct photolysis sunlight rate constant of the test substance in water bodies in the environment.
	

	9.4.8 Half-life (t1/2E)
	Calculate the sunlight half-life of the test substance in water bodies in the environment for the summer and winter seasons using the appropriate solar irradiance (L() values.
	

	9.5 Specification of the transformation products
	If transformation products were identified, give concentrations and indicate the percent of parent compound; describe the formation and decline of transformation products; provide the pathways of transformation; give chemical names and percent of parent compound  of the hydrolysis transformation products in tabular form (see table A7_1_1_2-5).
	

	
	10 Applicant's Summary and conclusion
	

	10.1 Materials and methods
	Give concise description of method (e.g. test solution, actinometer solution, temperature and pH values), give test guidelines no. and discuss relevant deviations from test guidelines
	

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

	10.2.1 kcp
	
	

	10.2.2 KpE
	
	

	10.2.3 (cE
	
	

	10.2.4 t1/2E
	
	

	10.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Give conclusion concerning the photolysis of the a.s. and the photostability in relation to the application.
	

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

	10.3.2 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 applicants 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_1_1_2-1:
Description of test solution and controls

	Criteria
	Details

	Purity of water
	Reagent-grade water (e. g. water according to ASTM Type IIA standards or an equivalent grade) or distilled, sterile water.

If other water is used, give a detailed description of the composition, including water hardness and salinity

	Preparation of test chemical solution
	Describe preparation in detail; give type and composition of buffer solutions including e.g. pH values, final molarity

	Test concentrations (mg a.s./L)
	Give the initial concentration (C0) of the test substance in the test solution for each replicate.

	Temperature (C)
	

	Preparation of a.s. solution
	If appropriate, describe the preparation of the used actinometer solution (give the molar concentration of pyridine and the photolysis rate constant kaa).

	Controls
	

	Identity and concentration of co-solvent
	If co-solvents or additives are used to increase the solubility of the test substance, describe the additive and give the concentration (% v/v).


Table A7_1_1_2-2:
Description of test system

	Criteria
	Details

	Laboratory equipment
	Give details on the type and geometry of the reaction vessels (test tubes, material, size, type of absorption cell, pathlength); describe applicability in relationship to the applied wavelength.

Report the name and the model of the spectrometer used.

	Test apparatus
	e.g. sunlight actinometer; describe details

	Properties of  artificial light source:
	Specify, if artificial light sources are used

	Nature of light source
	Give details on type (e.g. xenon lamps)

	Emission wavelenght spectrum
	

	Light intensity
	

	Filters
	

	Properties of  natural sunlight:
	Specify, if natural sunlight is used

	Latitude
	

	Hours of daylight
	

	Time of year
	

	Light intensity
	

	Solar irradiance (L()
	Give the solar irradiance in water 
[10-3 E cm-2 d-1]


Table A7_1_1_2-3:
Screening test results

	Absorption curve
	give the plot of absorbanc of test substance vs. wavelenght (plus baseline)

	A(
	give the absorbance at wavelength ( for each replicate and the mean value.

	 ((c
	give determined molar absorptivity (((c) of the test substance (determined from absorption spectra

	 kpEmax
	give the calculated maximum direct aqueous photolysis sunlight rate constant (KpE)max for summer and winter solstices using appropriate L( values

	t1/2Emin
	give the calculated minimum sunlight half-life in water bodies (t1/2E)min

	L(
	Give the solar irradiance in water 
[10-3 einsteins cm-2 d-1]


Table A7_1_1_2-4:
Actinometer data

	PNAP/ pyridine concentrations
	Give the molar concentration values of the actinometer chemicals at the start of each photolysis experiment and each time point t for each replicate (mean values).

	(aE
	Give the reaction quantum yield ((aE) of the actionmeter

	 kap
	Give the rate constant for the used actinometer


Table A7_1_1_2-5:
Specification and amount of transformation products (adjust table size as 
required)

	CAS-Number


	CAS and/or IUPAC Chemical Name(s)

	Amount [%] of parent compound measured at 

	
	
	pH1
	pH2
	pH3



	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Section A7.1.1.2.1
Section A7.1.1.2.2

Annex Point IIA7.6.1.1
Annex Point IIA7.6.1.2
	Biodegradability (ready/inherent)

specify section no. and heading as appropriate
	

	
	
	

	
	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 Materials and Methods
	

	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 purity in % of active substance 
	

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

	13.1.5 Composition of Product
	Only if investigation with biocidal product: give percentage of any ingredients 
	

	13.1.6 TS inhibitory to microorganisms
	Yes/No
(If yes, specify, e.g. results of respiration inhibition test)
	

	13.1.7 Specific chemical analysis
	specify if a compound specific analytical technique is applied;  give cross-reference to the methods given in standard format A4 if appropriate
	

	13.2 Reference substance
	Yes/No

(If yes, specify)
	

	13.2.1 Initial concentration of reference substance
	Give only if deviations from guideline (e.g. lower concentration due to inhibitory activity of TS) 
	

	13.3 Test ing procedure
	Non-entry field 
	

	13.3.1 Inoculum / 
test species
	Give details of inoculum or test species in tabular form (see table A7_1_1_2-2)
	

	13.3.2 Test system
	Give details on test type, laboratory equipment etc. in tabular form (see table A7_1_1_2-3)
	

	13.3.3 Test conditions
	Give relevant test conditions in tabular form (see table A7_1_1_2-4)
	

	13.3.4 Method of preparation of test solution
	Describe if appropriate, e.g. in case of poorly soluble test substance 
	

	13.3.5 Initial  TS concentration 
	Include data as mg TS/l, mg DOC/l or mg ThOD/l depending on test method 
	

	13.3.6 Duration of test
	
	

	13.3.7 Analytical parameter
	e.g. DOC removal, CO2 evolution
	

	13.3.8 Sampling
	Give details on sampling intervals
	

	13.3.9 Intermediates/
degradation products
	Identified / Not identified 
(If identified, specify analytical procedure)
	

	13.3.10 Nitrate/nitrite measurement
	Yes/No
(only applicable for BOD tests with nitrogen containing test substance)
	

	13.3.11 Controls
	Specify type and relevant details of controls: e.g. control without test substance; abiotic controls;adsorption control; toxicity control
	

	13.3.12 Statistics 
	Describe or refer to calculation procedures applied
	

	
	14 Results
	

	14.1 Degradation of test substance
	Non-entry field
	

	14.1.1 Graph
	Display course of degradation graphically against time including lag phase, exponential degradation phase and slope; indicate 10-d window 
	

	14.1.2 Degradation
	Give percentage degradation at plateau, at the end of incubation and/or after 10-d window
	

	14.1.3 Other observations
	Indicate e.g. any observed inhibition phenomena; give results from adsorption control etc. 
	

	14.1.4 Degradation of TS in abiotic control
	Give calculated percentage of abiotic degradation
	

	14.1.5 Degradation of reference substance
	Graph of percentage degradation against time including lag phase, exponential degradation phase, 10-d window and slope
	

	14.1.6 Intermediates/
degradation products
	For each intermediate/degradation product identified, describe it’s concentration and indicate the percent of parent compound; describe the formation and decline of transformation products; provide the pathways of transformation.
	

	
	15 Applicant's Summary and conclusion
	

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

	15.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, adsorption behaviour, volatility) and their impact on results.
For BOD-tests with nitrogen containing test substances: are the results corrected for oxygen uptake through nitrification?
	

	15.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Give conclusion as to whether the test result is indicative for 'ready biodegradability‘ or 'inherent biodegradability' (see pass levels in tables A7_1_1_2-5 and A7_1_1_2-6)

	

	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
	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 applicants 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_1_1_2-1:
Guidline-methods of EC and OECD for tests on ready/inherent biodegradability (according to OECD criteria); simulation test

	Test
	EC-method
	OECD-Guideline
	Test on ready/inherent biodegradability

	DOC Die-Away-Test
	C.4-A
	301A
	ready

	CO2 Evolution-Test 
(Modified Sturm Test)
	C.4-C
	301B
	ready

	Modified OECD-Screening-Test
	C.4-B
	301E
	ready

	Manometric Respirometry
	C.4-D
	301F
	ready

	MITI-I-Test
	C.4-F
	301C
	ready

	Closed-Bottle-Test
	C.4-E
	301D
	ready

	Zahn-Wellens-test
	C.9
	302B
	Inherent

	Modified MITI-Test (II)
	-
	302C
	Inherent

	Modified SCAS-Test
	C.12
	302A
	Inherent

	Simulation Test with activated Sewage (Coupled Units-Test)
	C.10
	302A
	Simulation Test1)


1) Test for the determination of the ultimate degradation of test material under conditions which simulate the treatment in an activated sludge plant 

Table A7_1_1_2-2:
Inoculum / Test organism

	Criteria
	Details

	Nature
	e.g. activated sludge

	Species
	

	Strain
	

	Source
	e.g. sewage treatment plant treating predominantly domestic sewage

	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_1_1_2-3:
Test system

	Criteria
	Details

	Culturing apparatus
	e.g. respirometer

	Number of culture flasks/concentration
	

	Aeration device
	

	Measuring equipment
	

	Test performed in closed vessels due to significant volatility of TS
	Yes/No

(If yes, specify)


Table A7_1_1_2-4:
Test conditions

	Criteria
	Details

	Composition of medium
	Give details e.g. on added mineral medium

	Additional substrate
	Yes/No

(If yes, specify: e.g. peptone)

	Test temperature
	Give measurements conducted during test

	pH
	Give measurements conducted at start and end of test

	Aeration of dilution water
	 Yes/No

(If yes, specify: e.g. air-flow)

	Suspended solids concentration
	

	Other relevant citeria
	e.g. stirring of test solution


Table A7_1_1_2-5:
Pass levels and validity criteria for tests on ready biodegradability

	
	fulfilled
	not fulfilled

	Pass levels

	70% removal of DOC resp. 60% removal of ThOD or ThCO2
	
	

	Pass values reached within 10-d window (within 28-d test period)

- not applicable to MITI-I-Test

- 14-d window acceptable for Closed-Bottle-Test 
	
	

	Criteria for validity

	Difference of extremes of replicate values of TS removal at plateau (at the end of test or end of 10-d window) < 20%
	
	

	Percentage of removal of reference substance reaches pass level by day 14
	
	


	15.3.2.1 Criteria for poorly soluble test substances 
	15.3.2.2 
	15.3.2.3 

	15.3.2.4 
	15.3.2.5 
	15.3.2.6 

	15.3.2.7 
	15.3.2.8 
	15.3.2.9 


Table A7_1_1_2-6:
Pass levels and validity criteria for inherent biodegradability tests

	
	fulfilled
	not fulfilled

	Pass levels

	20% removal (DOC or COD); 
	
	

	Pass values reached within 10-d window (within 28-d test period) 
	
	

	Removal of reference substance  (DOC or COD) > 70 % within 14 d
	
	

	Criteria for validity

	Percentage of DOC/COD-removal of reference compound ( 70 % within 14 days (OECD 302 B)
	
	

	Percentage of DOC-removal of reference compound ( 40 % within 7 days and ( 65 % within 14 days

Average residual amount of test compound in blank tests ( 40 % 

(OECD 302 C)
	
	

	Removal curve of DOC or COD in the test suspension indicative for biodegradation (gradual elimination over days/weeks)
	
	


	Criteria for poorly soluble test substances 
	15.3.2.10 
	15.3.2.11 

	
	15.3.2.12 
	15.3.2.13 

	
	15.3.2.14 
	15.3.2.15 


	Section 7.1.2.1.2
Annex Point IIIA XII 2.1
	Anaerobic biodegradation
	

	
	
	

	
	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 Method

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

	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 analytical purity in % of active substance
	

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

	18.1.5 Composition of Product
	Only if investigation with biocidal product: give percentage of any ingredients 
	

	18.1.6 TS inhibitory to microorganisms
	Yes/No
(If yes, specify, e.g. results of respiration inhibition test)
	

	18.1.7 Specific chemical analysis
	specify if a compound specific analytical technique is applied;  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 Initial concentration of reference substance
	Give only if deviations from guideline (e.g. lower concentration due to inhibitory activity of TS) 
	

	18.3 Test ing procedure
	Non-entry field 
	

	18.3.1 Inoculum / 
test species
	Give details of inoculum or test species in tabular form (see table A7_1_2_1_2-1)
	

	18.3.2 Test system
	Give details on test type, laboratory equipment etc. in tabular form (see table A7_1_2_1_2-2)
	

	18.3.3 Test conditions
	Give relevant test conditions in tabular form (see table A7_1_2_1_2-3)
	

	18.3.4 Method of preparation of test solution
	Describe if appropriate, e.g. in case of poorly soluble test substance 
	

	18.3.5 Initial  TS concentration 
	Include data as mg TS/l, mg DOC/l or mg ThOD/l depending on test method 
	

	18.3.6 Duration of test
	
	

	18.3.7 Analytical parameter
	e.g. CH4 and CO2 evolution
	

	18.3.8 Sampling
	Give details on sampling intervals
	

	18.3.9 Intermediates/
degradation products
	Identified / Not identified 
(If identified, specify analytical procedure)
	

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

	18.3.11 Statistics 
	Describe or refer to calculation procedures applied
	

	
	19 Results

If appropriate, include tables.
	

	19.1 Degradation of test substance
	Non-entry field
	

	19.1.1 Degradation of TS in abiotic control
	Give calculated percentage of abiotic degradation
	

	19.1.2 Degradation
	Give percentage degradation (expressed as cumulative gas production, CH4 + CO2, compared to abiotic control and compared to maximum theoretical gas production) at plateau and/or at the end of incubation 
	

	19.1.3 Graph
	Display course of degradation graphically against time including lag phase, exponential degradation phase and slope 
	

	19.1.4 Other observations
	Indicate e.g. any observed inhibition phenomena; give results from adsorption control, solvent control etc. 
	

	19.1.5 Degradation of reference substance
	Graph of percentage degradation against time including lag phase, exponential degradation phase
	

	19.1.6 Intermediates/
degradation products
	For each intermediate/degradation product identified, describe it’s concentration and indicate the percent of parent compound; describe the formation and decline of transformation products; provide the pathways of transformation.
	

	
	20 Applicant's Summary and conclusion
	

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

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

	20.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Give conclusion as to whether the test result is indicative for anaerobic biodegradability e.g. in sewage treatment plant anaerobic digestors and/or natural anaerobic environments (flooded soils, surface water sediments etc.) 
	

	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
	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 applicants 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_1_2_1_2-1:
Inoculum / Test organism

	Criteria
	Details

	Nature
	e.g. primary anaerobic digestor sludge

	Species
	

	Strain
	

	Source
	e.g. sewage treatment plant treating predominantly domestic sewage

	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_1_2_1_2-2:
Test system

	Criteria
	Details

	Culturing apparatus
	

	Number of replicates/concentration
	

	Measuring equipment
	e.g. pressure transducer

	Oxidation reduction indicator
	Yes/No 
(If yes, specify: e.g. resazurin)


Table A7_1_2_1_2-3:
Test conditions

	Criteria
	Details

	Composition of medium
	Give details e.g. on added mineral medium

	Additional substrate
	Yes/No
(If yes, specify)

	Solvent
	in case of poorly water soluble test substance 

	Preparation of medium
	Give details e.g. on prereduction

	Test temperature
	Give measurements conducted during test

	pH
	Give measurements conducted at start and end of test

	Suspended solids concentration
	

	Other relevant citeria
	e.g. stirring of test solution


	Section A7.1.3

Annex Point IIA7.7
	Adsorption / Desorption screening test
	

	
	
	

	
	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 Materials and Methods
	

	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 purity in % of active substance
	

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

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

	23.2 Degradation products
	Degradation products tested: Yes/No
(Screening tests for metabolites/degradation products required for compounds, that at any time during the degradation tests account for > 10 %  of the a.s. added) 
	

	23.2.1 Method of analysis for degradation products
	Describe briefly, if degradation products were tested; give cross-reference to the methods given in standard format A4 if appropriate
	

	23.3 Reference substance
	Yes/No

(If yes, specify)
	

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

	23.4 Soil types
	Describe in tabular form source (see table A7_1 _3-1), classification, textural class/content and physico-chemical properties of the soils used as adsorbents
	

	23.5 Testing procedure
	Non-entry field
	

	23.5.1 Test system
	Describe the test system including details of container design and other equipment used
	

	23.5.2 Test solution and Test conditions
	Describe briefly the composition  of the stock solution (e.g. solvent), the preparation of the test solution (including concentration of ingredients), the soil/solution ratio
	

	23.6 Test performance
	Non-entry field
	

	23.6.1 Preliminary test
	According to (a)”OECD 106”: Yes/No

(If appropriate, g ive details on equilibration, agitation/centrifugation, degree of saturation)
	

	23.6.2 Screening test: Adsorption
	According to (a)”OECD 106”: Yes/No

(If appropriate, give details on degree of saturation, equilibration, agitation, centrifugation, and steps of measurement)
	

	23.6.3 Screening test: Desorption
	According to (a)”OECD 106”: Performed / Not performed

(Test not necessary, if no significant adsorption, approx. < 25%, in 3.6.2 has occurred; if performed, give details on test procedure: e.g. agitation/centrifugation, washing of desorbed material, determination and characterization of chemical remaining in aqueous solution phase)
	

	23.6.4 HPLC-method
	According to (a)” OECD-HPLC-method”
: Yes/No

(If appropriate, give relevant details)
	

	23.6.5 Other test
	Describe applied guideline; g ive details of test performance 
	

	
	24 Results
	

	24.1 Preliminary test
	Summarize results in tabular form (see table A7_1 _3-2)
	

	24.2 Screening test: Adsorption
	Summarize results in tabular form (see table A7_1 _3-3)
	

	24.3 Screening test: Desorption
	Summarize results in tabular form (see table A7_1 _3-4)
	

	24.4 Calculations
	Non-entry field
	

	24.4.1 Ka , Kd
	Adsorption  coefficient, desorption coefficient
	

	24.4.2 Kaoc , Kdoc
	Adsorption  coefficient and desorption coefficient as a function of the organic carbon content
	

	24.5 Degradation product(s)
	If degradation product(s) occur in a significant amount (> 10 % of a.s., see above), describe the product(s) briefly and give concentration in %
	

	
	25 Applicant's Summary and conclusion
	

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

	25.2 Results and discussion
	Summarize relevant results; discuss relevant test material-specific properties (e.g. solubility, stability, volatility, specific activity, radiochemical purity) and their impact on results
	

	25.2.1 Adsorbed a.s. [%]
	
	

	25.2.2 Ka
	
	

	25.2.3 Kd
	
	

	25.2.4 Kaoc
	
	

	25.2.5 Ka/Kd
	
	

	25.2.6 Degradation products (% of a.s.)
	
	

	25.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Give conclusion concerning the soil mobility of the a.s. according to a classification system (e.g. system of the American Society for Testing and Materials ASTM)
	

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

	25.3.2 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 applicants 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_1 _3-1:
Classification and physico-chemical properties of soils used as adsorbents

	
	Soil 1
	Soil 2
	Soil 3

	Soil order
	
	
	

	Soil series
	
	
	

	Classification
	
	
	

	Location
	
	
	

	Horizon
	
	
	

	Sand [%]
	
	
	

	Silt [%]
	
	
	

	Clay [%]
	
	
	

	Organic carbon [%]
	
	
	

	Carbonate as CaCO3
	
	
	

	insoluble carbonates [%]
	
	
	

	pH (1:1 H2O)
	
	
	

	Cation exchange capacity (MEQ/100 g)
	
	
	

	Extractable cations (MEQ/100 g)
	
	
	

	Ca
	
	
	

	Mg
	
	
	

	Na
	
	
	

	K
	
	
	

	H
	
	
	

	Special chemical/mineralogical features
	
	
	

	Clay fraction mineralogy
	
	
	


Table A7_1 _3-2:
Results of preliminary test: 
	Test substance
	

	Sample purity
	

	Weighed soil
	

	Volume of CaCl2 solution
	

	Nominal concentration of a.s. final solution
	

	Analytical concentration final of a.s. solution
	

	Concentration of the test solution (show calculation)
	

	Details of the analytical method used:
	

	Method
	

	Recovery rate
	

	Detection limit
	


Table A7_1 _3-3:
Results of screening test - adsorption: 
	
	Soil 1
	Soil 2
	Soil 3

	
	
	
	
	
	
	

	Concentration of test material [mg/l] 
	
	
	
	
	
	

	After contact of....hours with soil
	
	
	
	
	
	

	Correction for blank with soil
	
	
	
	
	
	

	Correction for blank without soil
	
	
	
	
	
	

	Final corrected concentration [mg/l]
	
	
	
	
	
	

	Initial concentration of test solution [mg/l]
	
	
	
	
	
	

	Decrease in concentration [mg/l]
	
	
	
	
	
	

	Quantity adsorbed [(g]
	
	
	
	
	
	

	Quantity of soil [g of oven-dried equivalent]
	
	
	
	
	
	

	Quantity adsorbed [(g] per gram of soil
	
	
	
	
	
	

	Test material adsorbed [%]
	
	
	
	
	
	

	Temperature [°C]
	
	
	
	
	
	

	Volume of solution recovered after centrifugation [ml]
	
	
	
	
	
	

	Volume of solution not recovered [ml]
	
	
	
	
	
	

	Corresponding quantity of test substance [mg]
	
	
	
	
	
	


Table A7_1 _3-4:
Results of screening test - desorption: 
	
	Soil 1
	Soil 2
	Soil 3

	
	
	
	
	
	
	

	Temperature [°C]
	
	
	
	
	
	

	Concentration in combined washings [mg/l]
	
	
	
	
	
	

	Corresponding quantity of test material [mg]
	
	
	
	
	
	

	Quantity desorbed [(g]
	
	
	
	
	
	

	[%] of adsorbed test material, which is desorbed
	
	
	
	
	
	

	[%] of adsorbed test material, which is not desorbed
	
	
	
	
	
	


	Section A7.4.1.1

Annex Point IIA7.1
	Acute toxicity to fish
	

	
	
	

	
	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 onProduct 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 Materials and Methods
	

	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 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, vapor 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_4_1_1-1)
	

	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_4_1_1-2)
	

	28.4.2 Test organisms
	Give details on tested organisms in tabular form (see table A7_4_1_1-3)
	

	28.4.3 Test system
	Give details on test type, renewal of TS solution, laboratory equipment, loading, replicates etc. in tabular form (see table A7_4_1_1-4)
	

	28.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_4_1_1-5)
	

	28.4.5 Duration of the test
	
	

	28.4.6 Test parameter
	Specify, e.g. mortality
	

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

	28.4.8 Monitoring of TS concentration
	Yes/No

(If yes, give intervals)
	

	28.4.9 Statistics 
	Describe or refer to calculation procedures applied
	

	
	29 Results

If appropriate, include tables. Sample tables are given below
	

	29.1 Limit Test
	Performed / Not performed 
(If performed, fill in 4.1.1, 4.1.2 and 4.1.3)
	

	29.1.1 Concentration
	[should be 100 mg a.s./l or, in case of lower water solubility of a.s., max. achievable  concentration]
	

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

	29.1.3 Nature of adverse effects
	
	

	29.2 Results test substance
	Non-entry field 
	

	29.2.1 Initial concentrations of test substance
	
	

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

	29.2.3 Effect data (Mortality)
	Give the mortality data as absolute numbers of immobile fish and as percent of exposed animals in tabular form (see table A7_4_1_1-6); report LC0,, LC50,, and LC100  values for at least 48 and 96 h (including 95 % c.l.; see table  A7_4_1_1-7)
	

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

	29.2.5 Other effects
	Describe any other observations differentiating organisms in tests and controls (e.g. loss of equilibrium, erratic swimming, hyperventlation, lethargy, changes in appearence)
	

	29.3 Results of controls
	
	

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

	29.3.2 Nature of adverse effects
	Tabular form
	

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

	29.4.1 Concentrations
	
	

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

	
	30 Applicant's Summary and conclusion
	

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

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

	30.2.1 LC0
	
	

	30.2.2 LC50
	
	

	30.2.3 LC100
	
	

	30.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in  table table A7_4_1_1-8)
	

	30.3.1 Other Conclusions
	
	

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

	30.3.3 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 applicants 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_4_1_1-1:
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_1_1-2:
Dilution water

	Criteria
	Details

	Source
	

	Alkalinity
	

	Hardness
	

	pH
	

	Oxygen content
	

	Conductance
	

	Holding water different from dilution water
	Yes/No

(If yes, specify)


Table A7_4_1_1-3:
Test organisms

	Criteria
	Details

	Species/strain
	

	Source
	

	Wild caught
	Yes/No
(If yes, specify)

	Age/size
	

	Kind of food
	

	Amount of food
	

	Feeding frequency
	

	Pretreatment
	e.g. acclimation period

	Feeding of animals during test
	Yes/No

(If yes, specify)


Table A7_4_1_1-4:
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_1_1-5:
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_1_1-6: 
Mortality data

	Test​-Substance

Concentration
(nominal/measured)1

[mg/l]
	Mortality

	
	Number

    24 h          48 h          72 h          96 h
	Percentage

    24 h         48 h          72 h           96 h

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Tempera​ture [°C]
	
	
	
	

	pH
	
	
	
	

	Oxygen [mg/l]
	
	
	
	


1 specify, if  TS concentrations were nominal or measured

Table A7_4_1_1-7: 
Effect data

	
	48 h [mg/l]1
	95 % c.l.
	96 h [mg/l]1
	 95 % c.l.

	LC0
	7.5 (n)
	
	
	

	LC50
	
	
	
	

	LC100
	
	
	
	


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

Table A7_4_1_1-8:
Validity criteria for acute fish test according to OECD Guideline 203

	
	fulfilled
	Not fullfilled

	Mortality of control animals <10% 
	
	

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

	Concentration of test substance (80% of initial concentration during test
	
	


	Criteria for poorly soluble test substances 
	
	

	
	
	

	
	
	


	Section A7.4.1.2

Annex Point IIA7.2
	Acute toxicity to invertebrates

Specify species, e.g. Daphnia magna


	

	
	
	

	
	31 Reference
	Official
use only

	31.1 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).
	

	31.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	31.2.1 Data owner
	Give name of company
	

	31.2.2 
	
	

	31.2.3 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
	

	
	32 Guidelines and Quality Assurance
	

	32.1 Guideline study
	Yes/No

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

	32.2 GLP
	Yes/No

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

	32.3 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")
	

	
	33 Materials and Methods
	

	33.1 Test material
	As given in section 2

or give name used in study report 
	

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

	33.1.2 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):
	

	33.1.3 Purity
	Give purity in % of active substance
	

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

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

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

	33.2 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_1_2-1)
	

	33.3 Reference substance
	Yes/No

(If yes, specify)
	

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

	33.4 Testing procedure
	Non-entry field
	

	33.4.1 Dilution water
	Give details on dilution water in tabular form (see table A7_4_1_2-2)
	

	33.4.2 Test organisms
	Give details on tested organisms in tabular form (see table A7_4_1_2-3)
	

	33.4.3 Test system
	Give details on test type, renewal of TS solution, laboratory equipment, loading, replicates etc. in tabular form (see table A7_4_1_2-4)
	

	33.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_4_1_2-5)
	

	33.4.5 Duration of the test
	
	

	33.4.6 Test parameter
	Specify, e.g. immobility
	

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

	33.4.8 Monitoring of TS concentration
	Yes/No

(If yes, give intervals)
	

	33.4.9 Statistics 
	Describe or refer to calculation procedures applied
	

	
	34 Results
	

	34.1 Limit Test
	Performed / Not performed 
(If performed, fill in 4.1.1, 4.1.2 and 4.1.3)
	

	34.1.1 Concentration
	[should be 100 mg a.s./l or, in case of lower water solubility of a.s., max. achievable  concentration]
	

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

	34.1.3 Nature of adverse effects
	
	

	34.2 Results test substance
	Non-entry field 
	

	34.2.1 Initial concentrations of test substance
	
	

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

	34.2.3 Effect data (Immobilisation)
	Give the immobilisation data as absolute numbers of immobile daphnia and as percent of exposed animals in tabular form (see table A7_4_1_2-6); report EC50 (including 95 % c.l.), LOEC and NOEC values for at least 24 and 48 h (see table A7_4_1_2-7)
	

	34.2.4 Concentration / response curve
	Give slope of the concentration / response curve with 95% confidence limits
	

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

	34.3 Results of controls
	Include data
	

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

	34.4.1 Concentrations
	
	

	34.4.2 Results
	Give data, e.g. EC50 –value for immobilisation
	

	
	35 Applicant's Summary and conclusion
	

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

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

	35.2.1 EC0
	
	

	35.2.2 EC50
	
	

	35.2.3 EC100
	
	

	35.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in  table table A7_4_1_2-8)
	

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

	35.3.2 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 applicants 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_4_1_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_1_2-2:
Dilution water

	Criteria
	Details

	Source
	

	Alkalinity
	

	Hardness
	

	pH
	

	Ca / Mg ratio
	

	Na / K ratio
	

	Oxygen content
	

	Conductance
	

	Holding water different from dilution water
	Yes/No

(If yes, specify)


Table A7_4_1_2-3:
Test organisms

	Criteria
	Details

	Strain
	

	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_1_2-4:
Test system

	Criteria
	Details

	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_1_2-5:
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_1_2-6:
Immobilisation data

	Test​-Substance

Concentration
(nominal/effective) 1
[mg/l]
	

	
	Immobile Daphnia
	
	
	

	
	Number

    24 h          48 h     
	Percentage

     24 h         48 h
	Oxygen

[mg/l]

48 h
	pH

48 h
	Tempera​ture [°C]

48 h

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


1 specify, if  TS concentrations were nominal or measured

Table A7_4_1_2-7: 
Effect data

	
	EC501
	95 % c.l.
	EC01
	EC1001

	24 h [mg/l]
	7.5 (n)
	
	
	

	48 h [mg/l]
	
	
	
	


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

Table A7_4_1_2-8:
Validity criteria for acute daphnia immobilistaion test according to OECD
Guideline 202

	
	fulfilled
	Not fullfilled

	Immobilisation of control animals <10% 
	
	

	Control animals not staying at the surface
	
	

	Concentration of dissolved oxygen in all test vessels >3 mg/l
	
	

	Concentration of test substance (80% of initial concentration during test
	
	


	Criteria for poorly soluble test substances ergänzen
	
	

	
	
	

	
	
	


	Section A7.4.1.3

Annex Point IIA7.3
	Growth inhibition test on algae
	

	
	
	

	
	36 Reference
	Official
use only

	36.1 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).
	

	36.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	36.2.1 Data owner
	Give name of company
	

	36.2.2 
	
	

	36.2.3 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
	

	
	37 Guidelines and Quality Assurance
	

	37.1 Guideline study
	Yes/No

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

	37.2 GLP
	Yes/No

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

	37.3 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")
	

	
	38 Materials and Methods
	

	38.1 Test material
	As given in section 2

or give name used in study report 
	

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

	38.1.2 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):
	

	38.1.3 Purity
	Give purity in % of active substance
	

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

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

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

	38.2 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_1_3-1)
	

	38.3 Reference substance
	Yes/No

(If yes, specify)
	

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

	38.4 Testing procedure
	Non-entry field
	

	38.4.1 Culture medium
	Give the  mineral composition, hardness (Ca + Mg), chelators and pH
	

	38.4.2 Test organisms
	Give details on tested organisms in tabular form (see table A7_4_1_3-2)
	

	38.4.3 Test system
	Give details on test type, laboratory equipment etc. in tabular form (see table A7_4_1_3-3)
	

	38.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_4_1_3-4)
	

	38.4.5 Duration of the test
	
	

	38.4.6 Test parameter
	Specify, e.g. cell multiplication inhibition
	

	38.4.7 Sampling
	Give details on sampling intervals
	

	38.4.8 Monitoring of TS concentration
	Yes/No

(If yes, give intervals)
	

	38.4.9 Statistics 
	Describe or refer to calculation procedures applied
	

	
	39 Results
	

	39.1 Limit Test
	Performed / Not performed 
(If performed, fill in 4.1.1, 4.1.2 and 4.1.3)
	

	39.1.1 Concentration
	[should be 100 mg a.s./l or, in case of lower water solubility of a.s., max. achievable  concentration]
	

	39.1.2 Number/ percentage of animals showing adverse effects
	
	

	39.2 Results test substance
	Non-entry field 
	

	39.2.1 Initial concentrations of test substance
	
	

	39.2.2 Actual concentrations of test substance
	Give measurements conducted during test
	

	39.2.3 Growth curves
	
	

	39.2.4 Concentration / response curve
	Graphical presentation of the concentration – effect relationship
	

	39.2.5 Cell concentration data
	Give the algal cell concentrations (absolute measurements and percent of control) in tabular form (see table A7_4_1_3-5)
	

	39.2.6 Effect data 
(cell multiplication inhibition)
	Report EbC50 and Er50 values and  NOErC  for 0 - 72 h 
	

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

	39.3 Results of controls
	Include data
	

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

	39.4.1 Concentrations
	
	

	39.4.2 Results
	
	

	
	40 Applicant's Summary and conclusion
	

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

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

	40.2.1 NOErC  
	
	

	40.2.2 Er50
	
	

	40.2.3 EbC50
	
	

	40.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship
	

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

	40.3.2 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 applicants 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_4_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_4_1_3-2:
Test organisms

	Criteria
	Details

	Species
	

	Strain
	

	Source
	

	Laboratory culture
	Yes/No
(If no, specify)

	Method of cultivation
	

	Pretreatment
	e.g. acclimation

	Initial cell concentration
	Include data; should be approx. 104 cells/ml for Scenedesmus subspicatus and Selenastrum capricornutum


Table A7_4_1_3-3:
Test system

	Criteria
	Details

	Volume of culture flasks
	

	Culturing apparatus
	e.g. spectrophotometer, fluorimeter

	Light quality
	Describe, e.g. white-type fluorescent lamps; light-temperature 4200 K)

	Procedure for suspending algae
	Describe briefly, e.g. shaking, stirring or  aeration

	Number of vessels/ concentration
	

	Test performed in closed vessels due to significant volatility of TS
	Yes/No

(If yes, specify)


Table A7_4_1_3-4:
Test conditions

	Criteria
	Details

	Test temperature
	Give measurements conducted during test

	pH
	Give measurements conducted at start and end of test

	Aeration of dilution water
	Yes/No

(If yes, specify)

	Light intensity
	Include data [intensity should preferably be in the range of 60-120 (E/m2s]

	Photoperiod
	e.g. 12 h photoperiod daily


Table A7_4_1_3-5: 
Cell concentration data

	Test​-Substance

Concentration
(nominal/effective)1

[mg/l]
	Cell concentrations (mean values)
[cells/ml]

	
	measured

     0 h          24 h          48 h          72 h 
	Percent of control

     0 h           24 h         48 h          72 h

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Tempera​ture [°C]
	
	
	
	

	pH
	
	
	
	


1 specify, if  TS concentrations were nominal or measured

3.
Tables for Applicant's Summary and Conclusion

3.1
Validity criteria for algal growth inhibition test according to OECD Guideline 201

	
	fulfilled
	Not fullfilled

	Cell concentration in control cultures increased at least by a factor of 16 within 3 days  
	
	

	Concentration of test substance (80% of initial concentration during test
	
	


	Criteria for poorly soluble test substances 
	
	

	
	
	

	
	
	


	Section A7.4.1.4

Annex Point IIA7.4
	Inhibition to microbial activity (aquatic)
	

	
	
	

	
	41 Reference
	Official
use only

	41.1 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).
	

	41.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	41.2.1 Data owner
	Give name of company
	

	41.2.2 
	
	

	41.2.3 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
	

	
	42 Guidelines and Quality Assurance
	

	42.1 Guideline study
	Yes/No

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

	42.2 GLP
	Yes/No

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

	42.3 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")
	

	
	43 Materials and Methods
	

	43.1 Test material
	As given in section 2

or give name used in study report 
	

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

	43.1.2 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):
	

	43.1.3 Purity
	Give purity in % of active substance
	

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

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

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

	43.2 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_1_4-1)
	

	43.3 Reference substance
	Yes/No

(If yes, specify)
	

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

	43.4 Testing procedure
	Non-entry field
	

	43.4.1 Culture medium
	Give details on mineral / nutrient composition and preparation
	

	43.4.2 Inoculum / 
test organism
	Give details on inoculum or test organisms in tabular form (see table A7_4_1_4-2)
	

	43.4.3 Test system
	Give details on test type, laboratory equipment etc. in tabular form (see table A7_4_1_4-3)
	

	43.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_4_1_4-4)
	

	43.4.5 Duration of the test
	
	

	43.4.6 Test parameter
	Specify, e.g. respiration inhibition
	

	43.4.7 Analytical parameter
	Specify, e.g. oxygen measurement
	

	43.4.8 Sampling
	Give details on sampling intervals
	

	43.4.9 Monitoring of TS concentration
	Yes/No

(If yes, give intervals)
	

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

	43.4.11 Statistics 
	Describe or refer to calculation procedures applied
	

	
	44 Results
	

	44.1 Preliminary test
	Performed / Not performed 
(If performed, fill in 4.1.1 and 4.1.2)
	

	44.1.1 Concentration
	
	

	44.1.2 Effect data
	
	

	44.2 Results test substance
	Non-entry field 
	

	44.2.1 Initial concentrations of test substance
	
	

	44.2.2 Actual concentrations of test substance
	Give measurements conducted during test
	

	44.2.3 Growth curves
	If appropriate for inoculum / test organisms
	

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

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

	44.2.6 Effect data 
	Report E50 value (including 95 % c.l.) and, if appropriate, EC20 and EC80 values
	

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

	44.3 Results of controls
	Include data for all controls applied: e.g. control without test substance; abiotic control (e.g. for determination of abiotic oxygen uptake); vehicle control
	

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

	44.4.1 Concentrations
	
	

	44.4.2 Results
	Give EC50, if possible 
	

	
	45 Applicant's Summary and conclusion
	

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

	45.2 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

	

	45.2.1 EC20
	
	

	45.2.2 EC50
	
	

	45.2.3 EC80
	
	

	45.3 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
	

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

	45.3.2 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 applicants 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_4_1_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_1_4-2:
Inoculum / Test organism

	Criteria
	Details

	Nature
	e.g. activated sludge

	Species
	

	Strain
	

	Source
	e.g. sewage treatment plant treating predominantly domestic sewage

	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_4_1_4-3:
Test system

	Criteria
	Details

	Culturing apparatus
	e.g. BOD flasks

	Number of culture flasks/concentration
	

	Aeration device
	

	Measuring equipment
	details on e.g.  pH-electrode, O2-electrode

	Test performed in closed vessels due to significant volatility of TS
	Yes/No

(If yes, specify)


Table A7_4_1_4-4:
Test conditions

	Criteria
	Details

	Test temperature
	Give measurements conducted during test

	pH
	Give measurements conducted at start and end of test

	Aeration of dilution water
	Yes/No

(If yes, specify: e.g. air-flow)

	Suspended solids concentration
	








� OECD (1999) OECD-Guidelines for the Testing of Chemicals. Proposal for a new guideline 121: Estimation of the adsorption coefficient (KOC) on soil and on sewage sludge using High Performance Liquid Chromatography (HPLC), Draft Document (August 1999). 
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