Final Draft

October 2002


Part III-6: 
Standard Formats for Study Summaries (cont'd)


	Section 7.5.3.1.1
Annex Point IIIA XIII 1.1
	Acute oral toxicity on birds
	

	
	
	

	
	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 Method

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

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

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

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

	3.2 Administration of the test substance
	Describe  carrier / vehicle (tabular form; see table A7_5_3_1_2-1)
	

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

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

	3.4 Testing procedure
	Non-entry field
	

	3.4.1 Test organisms
	Give details on tested organisms in tabular form (see table A7_5_3_1_1-2)
	

	3.4.2 Test system
	Give details on dosing method, dosing volume, replicates etc. in tabular form (see table A7_5_3_1_1-3)
	

	3.4.3 Diet
	Give details on composition of diet, frequency of feeding, mixing of test substance, use of carrier etc.
	

	3.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_5_3_1_1-4)
	

	3.4.5 Duration of the test
	
	

	3.4.6 Test parameter
	Specify, e.g. mortality
	

	3.4.7 Examination / Observation
	Give details on time,  frequency and methods of examination
	

	3.4.8 Statistics 
	Describe or refer to calculation procedures applied
	

	
	4 Results

If appropriate, include tables. Sample tables are given below
	

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

	4.1.1 Concentration
	
	

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

	4.1.3 Nature of adverse effects
	
	

	4.2 Results test substance
	Non-entry field 
	

	4.2.1 Applied concentrations 
	Applied concentrations of the test substance per dose level (mg/kg bw)
	

	4.2.2 Effect data (Mortality)
	Give the mortality data as absolute numbers of animals and as percent of exposed animals in tabular form (see table A7_5_3_1_1-5); report LD50 value (including 95 % c.l.)
	

	4.2.3 Body weight
	Average body weight change of living animals in each pen, preferably in tabular form
	

	4.2.4 Feed consumption
	Average changes in feed consumption, preferably in tabular form
	

	4.2.5 Concentration / response curve
	Slope of the concentration-mortality curve
	

	4.2.6 Other effects
	Describe any other observations differentiating organisms in tests and controls (e.g. any signs of intoxication, abnormal behaviour); give details on macroscopic pathological examination of birds died during the observation period and animals sacrificed after test termination
	

	4.3 Results of controls
	
	

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

	4.3.2 Nature of adverse effects
	Tabular form
	

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

	4.4.1 Concentrations
	
	

	4.4.2 Results
	Give data, e.g. LD50 value for mortality
	

	
	5 Applicant's Summary and conclusion
	

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

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

	5.2.1 LD50
	
	

	5.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in table A7_5_3_1_1-7).
	

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

	
	
	

	
	Evaluation by Competent Authorities
	

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

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

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

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

	Conclusion
	Adopt applicant's version or include revised version

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

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

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

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

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

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_5_3_1_2-1:
Method of administration of the test substance
	Carrier / Vehicle
	Details

	Water
	Yes/No 
(If yes, specify: e.g. distilled or deionised water, pH)

	Organic carrier
	Yes/No 
(If yes, specify: e.g. corn oil, glycol)

	Concentration of the carrier [% v/v]
	Give the concentration 

	Other vehicle
	e.g. gelatine capsule

	Function of the carrier / vehicle
	Describe the function (e.g. solvent for test substance, facilitation of uptake and digestion)


Table A7_5_3_1_2-2:
Test animals

	Criteria
	Details

	Species/strain
	

	Source
	

	Age (in weeks), sex and initial body weight (bw)
	Preferably in tabular form

	Breeding population
	Include information (e.g. reproductive history)

	Amount of food
	Total amount and amount per feeding

	Age at time of first dosing
	

	Health condition / medication
	If appropriate, give reasons for prophylactic medication


Table A7_5_3_1_2-3:
Test system

	Criteria
	Details

	Test location
	e.g. indoor in holding pens

	Holding pens
	Type, size and material of pens; any furthter details of importance (use of cleaning detergents)

	Number of animals
	Total number of tested animals

	Number of animals per pen [cm²/bird]
	Give total number and space 

	Number of animals per dose
	

	Pre-treatment / acclimation
	Describe acclimatization of birds to housing conditions and feeding regime; the type of basal diet (e.g. name of standard commercial feed),  feeding frequency and handling of animals before dosing period

	Diet during test
	Description of feed, including source, supplements, feeding frequency and preparation of test diet; report analysis results of basal diet

	Dosage levels (of test substance)
	Dietary levels of the test substance (e.g. ml test substance/kg bw);  number / frequency of doses applied

	Replicate/dosage level
	If appropriate, include data (e.g. 3 replicates/dosing level)

	Feed dosing method
	e.g. by gavage

	Dosing volume per application
	Include data (e.g. ml food/kg bw)

	Frequency, duration and method of animal monitoring after dosing
	Give data conducted during test (preferably in tabular form)

	Time and intervals of body weight determination
	


Table A7_5_3_1_2-4:
Test conditions (housing)

	Criteria
	Details

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

	Shielding of the animals
	 Yes/No 
(If yes, explain the conditions how the animals were shielded against excessive noise, activity or other disturbance)

	Ventilation
	Give frequency of air changes per hour

	Relative humidity
	Include data

	Photoperiod and lighting
	Daily photoperiod, type of light and lighting intensity


Table A7_5_3_1_2-5: 
Mortality data after test termination

	Test substance dosage level
[mg/kg bw]
	Mortality after test termination (…. days)

	
	Total number per dose level
	Percentage per dose level

	
	Pen 1
	Pen 2
	Pen 3
	Pen 4
	Pen 5
	Pen 1
	Pen 2
	Pen 3
	Pen 4
	Pen 5

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Temperature [°C]
	
	
	
	
	

	Relative humidity
	
	
	
	
	


Table A7_5_3_1_1-7:
Validity criteria for avian acute oral toxicity test according to

EPA OPPTS 850.2100

	
	Fulfilled
	Not fulfilled

	Mortality of control animals <10% 
	
	


	Section 7.5.3.1.2
Annex Point IIIA XIII  1.2
	Short-term toxicity on birds
	

	
	
	

	
	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 TnsGon Product Evaluation) and delete the others:

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

No data protection claimed
	

	
	7 Guidelines and Quality Assurance
	

	7.1 Guideline study
	Yes/No

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

	7.2 GLP
	Yes/No

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

	7.3 Deviations
	Yes/No

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

	
	8 Method

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

	8.1 Test material
	As given in section 2

or give name used in study report 
	

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

	8.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

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

	8.1.3 Purity
	Give analytical purity in % of active substance
	

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

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

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

	8.2 Administration of the test substance
	Describe  carrier / vehicle (tabular form; see table A7_5_3_1_2-1)
	

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

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

	8.4 Testing procedure
	Non-entry field
	

	8.4.1 Test organisms
	Give details on tested organisms in tabular form (see table A7_5_3_1_2-2)
	

	8.4.2 Test system
	Give details on dosing method, dosing regime, replicates etc. in tabular form (see table A7_5_3_1_2-3)
	

	8.4.3 Diet
	Give details on composition of diet, frequency of feeding, mixing of test substance, use of carrier etc.
	

	8.4.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_5_3_1_2-4)
	

	8.4.5 Duration of the test
	
	

	8.4.6 Test parameter
	Specify, e.g. mortality
	

	8.4.7 Examination / Observation
	Give details on time,  frequency and methods of examination
	

	8.4.8 Statistics 
	Describe or refer to calculation procedures applied
	

	
	9 Results

If appropriate, include tables. Sample tables are given below
	

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

	9.1.1 Concentration / dose
	[preferably starting with a dose of 2000 mg/kg bw]
	

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

	9.1.3 Nature of adverse effects
	
	

	9.2 Results test substance
	Non-entry field 
	

	9.2.1 Applied concentrations 
	Applied concentrations of the test substance per dose level (mg/kg bw)
	

	9.2.2 Effect data (Mortality)
	Give the mortality data as absolute numbers for each treatment level and as percent of exposed animals in tabular form (see table A7_5_3_1_2-5); report LC50 value at test termination (including 95 %  c.l.) as well as LC0 and LC100 values
	

	9.2.3 Body weight
	Average body weight change of living animals in each pen, preferably in tabular form
	

	9.2.4 Food consumption
	Average changes in food consumption, preferably in tabular form
	

	9.2.5 Concentration / response curve
	Slope of the concentration-mortality curve
	

	9.2.6 Other effects
	Describe any other observations differentiating organisms in tests and controls (e.g. any signs of intoxication, abnormal behaviour); give details on macroscopic pathological examination of birds died during the observation period and animals sacrificed after test termination
	

	9.3 Results of controls
	
	

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

	9.3.2 Nature of adverse effects
	Tabular form
	

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

	9.4.1 Concentrations
	
	

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

	
	10 Applicant's Summary and conclusion
	

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

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

	10.2.1 LC0
	
	

	10.2.2 LC50
	
	

	10.2.3 LC100
	
	

	10.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in table A7_5_3_1_2-6).
	

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

	
	
	

	
	Evaluation by Competent Authorities
	

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

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

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

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

	Conclusion
	Adopt applicant's version or include revised version

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

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

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

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

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

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_5_3_1_2-1:
Method of administration of the test substance
	Carrier / Vehicle
	Details

	Water
	Yes/No 
(If yes, specify: e.g. distilled or deionised water, pH)

	Organic carrier
	Yes/No 
(If yes, specify: e.g. corn oil, glycol)

	Concentration of the carrier [% v/v]
	Give the concentration 

	Other vehicle
	e.g. gelatine capsule

	Function of the carrier / vehicle
	Describe the function (e.g. solvent for test substance, facilitation of uptake and digestion)


Table A7_5_3_1_2-2:
Test animals

	Criteria
	Details

	Species/strain
	

	Source
	

	Age (in weeks), sex and initial body weight (bw)
	Preferably in tabular form

	Age range within the test
	

	Breeding population
	Include information (e.g. reproductive history)

	Age at time of first dosing
	

	Health condition / medication
	If appropriate, give reasons for prophylactic medication


Table A7_5_3_1_2-3:
Test system

	Criteria
	Details

	Test location
	e.g. indoor in holding pens

	Holding pens
	Type, size and material of pens; any furthter details of importance (use of cleaning detergents)

	Number of animals
	Total number of tested animals

	Number of animals per pen [cm²/bird]
	Give total number and space

	Number of animals per dose
	

	Pre-treatment / acclimation
	Describe acclimatization of birds to housing conditions and feeding regime; the type of basal diet (e.g. name of standard commercial feed),  feeding frequency and handling of animals before dosing period

	Diet during test
	Description of feed, including source, supplements, feeding frequency and preparation of test diet; report analysis results of basal diet

	Dosage levels (of test substance)
	Dietary levels of the test substance (e.g. ml test substance/kg bw);  number / frequency of doses applied

	Replicate/dosage level
	If appropriate, include data (e.g. 3 replicates/dosing level)

	Dosing method
	e.g. by gavage

	Dosing volume per application
	Include data (e.g. ml food/kg bw)

	Frequency, duration and method of animal monitoring after dosing
	Give data conducted during test (preferably in tabular form)

	Time and intervals of body weight determination
	


Table A7_5_3_1_2-4:
Test conditions (housing)

	Criteria
	Details

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

	Shielding of the animals
	 Yes/No 
(If yes, explain the conditions how the animals were shielded against excessive noise, activity or other disturbance)

	Ventilation
	Give frequency of air changes per hour

	Relative humidity
	Include data

	Photoperiod and lighting
	Daily photoperiod, type of light and lighting intensity


Table A7_5_3_1_2-5: 
Mortality data after test termination

	Test substance dosage level
[mg/kg bw]
	Mortality after test termination (…. days)

	
	Total number per dose level
	Percentage per dose level

	
	Pen 1
	Pen 2
	Pen 3
	Pen 4
	Pen 5
	Pen 1
	Pen 2
	Pen 3
	Pen 4
	Pen 5

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Temperature [°C]
	
	
	
	
	

	Relative humidity
	
	
	
	
	


Table A7_5_3_1_2-6:
Validity criteria for short-term toxicity test according to OECD 205

	
	Fulfilled
	Not fulfilled

	Mortality of control animals <10%
	
	

	Test substance concentration > 80 % of nominal concentration throughout the dosing period
	
	

	Lowest treatment level causing no compound-related mortality or other observable toxic effects
	
	


	Section 7.5.3.1.3
Annex Point IIIA XIII  1.3
	Effects on reproduction of birds
	

	
	
	

	
	11 Reference
	Official
use only

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

	11.2 Data protection
	Yes/No

(indicate if data protection is claimed)
	

	11.2.1 Data owner
	Give name of company
	

	11.2.2 
	
	

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

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

No data protection claimed
	

	
	12 Guidelines and Quality Assurance
	

	12.1 Guideline study
	Yes/No

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

	12.2 GLP
	Yes/No

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

	12.3 Deviations
	Yes/No

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

	
	13 Method

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

	13.1 Test material
	As given in section 2

or give name used in study report 
	

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

	13.1.2 Specification
	As given in section 2

Deviating from specification given in section 2 as follows

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

	13.1.3 Purity
	Give analytical purity in % of active substance
	

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

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

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

	13.2 Administration of the test substance
	Describe  carrier / vehicle (tabular form; see table A7_5_3_1_2-1)
	

	13.3 Testing procedure
	Non-entry field
	

	13.3.1 Test organisms
	Give details on test organisms in tabular form (see table A7_5_3_1_3-2)
	

	13.3.2 Test system
	Give details on dosing method, dosing volume, replicates etc. in tabular form (see table A7_5_3_1_3-3)
	

	13.3.3 Diet
	Give details on composition of diet, frequency of feeding, mixing of test substance, use of carrier etc.
	

	13.3.4 Test conditions
	Give relevant test conditions in tabular form (see table A7_5_3_1_2-4)
	

	13.3.5 Duration of the test
	
	

	13.3.6 Test parameter
	
	

	13.3.7 Examination / Observation
	Give details on time,  frequency and methods of examination
	

	13.3.8 Statistics 
	Describe or refer to calculation procedures applied
	

	
	14 Results

If appropriate, include tables. Sample tables are given below
	

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

	14.1.1 Concentration
	
	

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

	14.1.3 Nature of adverse effects
	
	

	14.2 Results test substance
	Non-entry field 
	

	14.2.1 Applied concentrations 
	Applied concentrations of the test substance per dose level (mg/kg bw)
	

	14.2.2 Effect data (Mortality and reproductivity)
	Give number of eggs produced, cracked eggs, viability, hatchability, eggshell thickness in tabular form (see table A7_5_3_1_3-5); report NOEC values (including 95 %  c.l.)
	

	14.2.3 Body weight
	Average changes in body weight of adult and young animals, preferably in tabular form
	

	14.2.4 Food consumption
	Average changes in feed consumption of adult and young animals, preferably in tabular form
	

	14.2.5 Results of residue analysis
	If performed, preferably in tabular form
	

	14.2.6 Other effects
	Describe any other observations differentiating organisms in tests and controls (e.g. any signs of intoxication, abnormal behaviour); give details on macroscopic pathological examination of birds died during the observation period and animals sacrificed after test termination
	

	14.3 Results of controls
	
	

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

	14.3.2 Nature of adverse effects
	Tabular form
	

	
	15 Applicant's Summary and conclusion
	

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

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

	15.2.1 NOEC
	Average values and divided into test species, if appropriate
	

	15.3 Conclusion
	Discuss whether validity criteria can be considered as fulfilled. Discuss dose-response relationship (see validity criteria summarized in table A7_5_3_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
	Yes/No
(If yes, discuss the impact of of deficiencies and implications on results. If relevant, justify accepability of study
	

	
	
	

	
	Evaluation by Competent Authorities
	

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

	
	Evaluation by Rapporteur Member State

	Date
	Give date of action

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

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

	Conclusion
	Adopt applicant's version or include revised version

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

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

	Remarks
	

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

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

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

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Reliability
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


Table A7_5_3_1_2-1:
Method of administration of the test substance
	Carrier / Vehicle
	Details

	Water
	Yes/No 
(If yes, specify: e.g. distilled or deionised water, pH)

	Organic carrier
	Yes/No 
(If yes, specify: e.g. corn oil, glycol)

	Concentration of the carrier [% v/v]
	Give the concentration 

	Other vehicle
	e.g. gelatine capsule

	Function of the carrier / vehicle
	Describe the function (e.g. solvent for test substance, facilitation of uptake and digestion)


Table A7_5_3_1_3-2:
Test animals (if more than one species is used, for each species one table)

	Criteria
	Details

	Species/strain
	

	Source
	

	Age (in weeks), sex and initial body weight (bw)
	Preferably in tabular form

	Age range within the test
	

	Breeding population
	Include information (e.g. reproductive history)

	Amount of food
	Total amount and amount per feeding

	Age at time of first dosing
	

	Health condition / medication
	If appropriate, give reasons for prophylactic medication

	Pre-treatment
	e.g. acclimation period, describe any abnormal observations during pre-treatment


Table A7_5_3_1_2-3:
Test system

	Criteria
	Details

	Test location
	e.g. indoor in holding pens

	Holding pens
	Type, size and material of pens; any furthter details of importance (use of cleaning detergents)

	Number of animals (male/female)
	Total number of tested animals (male/female)

	Number of animals per pen [cm²/bird]
	Give total number and space

	Number of animals per dose
	

	Pre-treatment / acclimation
	Describe acclimatization of birds to housing conditions and feeding regime; the type of basal diet (e.g. name of standard commercial feed),  feeding frequency and handling of animals before dosing period

	Diet during test
	Description of feed, including source, supplements, feeding frequency and preparation of test diet; report analysis results of basal diet

	Dosage levels (of test substance)
	Dietary levels of the test substance (e.g. ml test substance/kg bw);  number / frequency of doses applied

	Replicate/dosage level
	If appropriate, include data (e.g. 3 replicates/dosing level)

	Dosing method
	e.g. by gavage

	Dosing volume per application
	Include data (e.g. ml food/kg bw)

	Frequency, duration and method of animal monitoring after dosing
	Give data conducted during test (preferably in tabular form)

	Time and intervals of body weight determination
	

	Incubation, storing and hatching
	Describe briefly the equipment for incubation, storing and hatching of eggs

	Test period after egg-laying
	Give the time period for continuing the test after egg-laying begins

	Turning of eggs
	Yes/No/Optional
(If yes or optional, specify: e.g. during storage, incubation and hatching)

	Collection period for eggs
	Include the time period for egg collecting


Table A7_5_3_1_2-4:
Test conditions (housing)

	Criteria
	Details

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

	Shielding of the animals
	 Yes/No 
(If yes, explain the conditions how the animals were shielded against excessive noise, activity or other disturbance)

	Ventilation
	Give frequency of air changes per hour

	Relative humidity
	Include data

	Photoperiod and lighting
	Daily photoperiod, type of light and lighting intensity

	Storing, incubation and hatching conditions for eggs
	Describe briefly the development conditions

	Environmental conditions for young birds
	Describe briefly the environmental conditions (e.g. temperature, relative humidity) if different from other housing conditions


Table A7_5_3_1_3-5: 
Values of reproduction ability

	Parameter
	
	Species used in test

	
	Test substance dosage level

(mg/kg bw)
	
	
	

	Egg production (number of eggs laid per hen)
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Percentage of cracked eggs
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Viability (per cent viable embryos of eggs set)
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Hatchability (per cent hatching of eggs set)
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Percentage of hatchings that survive to 14 days
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Number of 14-day old survivors per hen
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Eggshell thickness (mm)
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Table A7_5_3_1_3-6:
Validity criteria for bird reproduction test according to OECD 206

	
	Fulfilled
	Not fulfilled

	Mortality of control animals <10%
	
	

	Average number of 14-day-old survivors per hen in controls ( 14, 12 and 24 for mallard duck, bobwhite quail and Japanese quail
	
	

	Average eggshell thickness for the control group (  0.34, 0.19 and 0.19 mm for mallard duck, bobwhite quail and Japanese quail
	
	

	Concentration of the test substance in the diet ( 80 % of the nominal concentration throughout the test period
	
	


	Section B1

Annex Point IIB1
TNsG: Pt. I-B1
	Applicant
	

	
	
	

	1.1
Applicant
	Name:

Address:

Telephone:

Fax number:

E-mail address:


	

	1.2
Manufacturer/ formulator of Product
	Include Name and address etc.and location of formulating plant and contact information of formulator if other than the  manufacturer

	


	Section B2
	Identity of Biocidal Product
	

	
	
	

	Subsection
(Annex Point)
	
	Official
use only

	2.1
Trade name and manufacturer´s development code number(s) of the preparation, if applicable (IIB2.1)
	

	2.1.1
Trade name
	
	

	2.1.2
Manufacturer´s development code number(s)
	
	

	2.2
Detailed quantitative and qualitative information on the composition of the biocidal product, e.g. active substance(s), impurities, adjuvants, inert components (IIB2.2)
	Include data for each ingredient 1 to n; fill in also separate form sheet (B2_2) for each ingredient

Function

Content
	

	
Common name 1
	
	

	
Common name n
	
	

	2.3
Physical state and nature of the b.p. (IIB2.3)
	

	2.3.1
Physical state
	At room temperature and standard pressure
	

	2.3.2
Nature
	E.g. EC, WP etc.; see glossary in Appendix 1
	


	Section B2.2

Annex Point IIB2.2
	Identity of ingredient (common name)

One form for each ingredient other than the A.S.
	

	
	
	

	Subsection
	
	Official
use only

	2.2.1
Trade name
	
	

	2.2.2
IUPAC name
	
	

	2.2.3
CAS No.
	
	

	2.2.4
EC No
	EINECS, ELINCS or No longer polymer-No.
	

	2.2.5
Other
	
	

	2.2.6
Molecular formula
	according to Hill or CAS system
	

	2.2.7
Structural formula
	
	

	2.2.8
Classification according to Directive 67/548/EEC
	
	

	
Symbols
	
	

	
Nota
	
	

	
R-phrases
	
	

	
S-phrases
	
	


	Section B3
	Physical and Chemical Properties of Biocidal Product

	Subsection
(Annex Point/TNsG)
	Method
	Purity/
Specification
	Results

Give also data on test pressure, temperature, pH and concentration range if appropriate 
	Remarks/
Justification
	GLP
(Y/N)
	Reliability
	Reference
	Official
use only

	3.1
Appearance
(IIB3.1/Pt. I-B3.1)
	
	
	
	
	
	
	
	

	3.1.1
Physical state and nature
	Transfer respective data from section 2.1.3 and 2.1.4
	
	
	
	
	
	
	

	3.1.2
Colour
	
	
	
	
	
	
	
	

	3.1.3
Odour
	Indicate any substance(s) with intense odour or taste in water including data on threshold concentrations for air or water
	
	
	
	
	

	3.2
Explosive properties
(IIB3.2/Pt. I-B3.2)
	
	
	
	
	
	
	
	

	3.3
Oxidising properties
(IIB3.3/Pt. I-B3.3)
	
	
	
	
	
	
	
	

	3.4
Flash-point and other indications of flammability or spontaneous ignition
(IIB3.4/Pt. I-B3.4)
	
	
	
	
	
	
	
	

	
Flash point
	
	
	
	
	
	
	
	

	
Autoflammability
	
	
	
	
	
	
	
	

	
Other indications of 
flammability
	
	
	
	
	
	
	
	

	3.5
Acidity/Alkalinity
(IIB3.5/Pt. I-B3.5)
	at least pH of a 1% aqueous solution
	
	
	
	
	
	
	

	3.6
Relative density/bulk density
(IIB3.6/Pt. I-B3.6)
	
	
	
	
	
	
	
	

	3.7
Storage stability - stability and shelf life
(IIB3.7/Pt. I-B3.7)
	give in months if shelf life is < 2 years
	
	
	
	
	
	
	

	
Effects of temperature
	
	
	
	
	
	
	
	

	
Effects of light
	
	
	
	
	
	
	
	

	
Reactivity towards 
container material
	
	
	
	
	
	
	
	

	
Other
	
	
	
	
	
	
	
	

	3.8
Technical characteristics
(IIB3.8/Pt. I-B3.8)
	
	
	
	
	
	
	
	

	
Wettability/

Suspensibility
	Only solid preparations
	
	
	
	
	
	
	

	
Wet sieve analysis
	for WPs, SCs, granules, tablets
	
	
	
	
	
	
	

	
Emulsifiability
	only forECs and ready for use emulsions
	
	
	
	
	
	
	

	
Disintegration time
	only for tablets
	
	
	
	
	
	
	

	
Attrition/friability of 
granules; integrity of 
tablets
	
	
	
	
	
	
	
	

	
Persistence of foaming
	
	
	
	
	
	
	
	

	
Flowability/Pourability
	Flowability only for granular preparations, pourability only for suspensions
	
	
	
	
	
	
	

	
Dustability 
	Only for dustable powders
	
	
	
	
	
	
	

	3.9
Compatibility with other products
(IIB3.9/Pt. I-B3.9)
	
	
	
	
	
	
	
	

	3.10
Surface tension
(Pt. I-B3.10)
	
	
	
	Only if additional data are required, ususally not for PT5 (see BPD, TNsG)
	
	
	
	

	3.11
Viscosity
(Pt. I-B3.10)
	
	
	
	Only if additional data are required, usually not for PT5 (see BPD, TNsG)
	
	
	
	

	3.12
Particle size distribution
(Pt. I-B3.11)
	Only for powders and granules
	
	
	
	
	
	
	


	Section B5
	Effectiveness against target organisms and intended uses
	

	
	
	

	Subsection
(Annex Point)
	
	Official
use only

	5.1
Product type(s) and field(s) of use envisaged
(IIB5.1)
	
	

	5.1.1
Product type(s)
	Include code(s) and term(s) in the respective main group(s) (MG)
	

	
MG01: Disinfectants, general biocidal products
	Product types PT01-05
	

	
MG02: Preservatives
	Product types PT06-13
	

	
MG03: Pest control
	Product types PT14-19
	

	
MG04: Other biocidal products
	Product types PT20-23
	

	
Further specification
	Give further description, if necessary
	

	5.1.2
Overall use pattern
	Give data on release estimates according to the approach used in the BioExpo report (Van Dokkum HP et al. (1998) Development of a concept for the environmental risk assessment of biocidal products for authorization purposes (BIOEXPO). Research Report No. 10601065. German Envrionmental Protection Agency (UBA), Berlin
	

	5.2
Method of application including description of system used
(IIB5.2)
	a) Include code(s) and term(s) 
b) Give name of substances used for dilution including their concentration in the biocidal product. State any other substance(s) added including purpose and concentration in the product. Describe the application technique(s). Particularly if more than one product type or application method is applicable, you may summarize these data in tabular form (see example Table A5-1 below).
	

	5.3
Application rate and if appropriate, the final concentration of the biocidal product and active substance in the system in which the preparation is to be used, e.g. cooling water, surface water, water used for heating purposes
(IIB5.3)
	For each product type and application technique give the recommended dose of the biocidal product and the active substance per object (e.g. per surface area of the material to be protected or as a concentration in a water system)
	

	5.4
Number and timing of applications, and where relevant, any particular information relating to geographical variations, climatic variations, or necessary waiting periods to protect man and animals 
(IIB5.4)
	Indicate the recommeded number and timing, i.e. duration of application and possible reapplications as well as waiting periods considered necessary. Where relevant, describe how the application should be varied in different parts of the Community. Particularly if more than one product type or application method is applicable, you may summarize these data in tabular form (see example Table A5-2 below).
	

	5.5
Function
(IIB5.5)
	Include code(s) and term(s) for fungicide, rodenticide, insecticide, bactericide or other
	

	5.6
Pest organism(s) to be controlled and products, organisms or objects to be protected
(IIB5.6)
	
	

	5.6.1
Pest organism(s) to be controlled 
	Include code(s) and term(s) and state common name, scientific name, sex, strain and stadia if relevant
	

	5.6.2
Products, organisms or objects to be protected
	Include code(s) and term(s) for products, organisms or objects to be protected  and the application aim
	

	5.7
Effects on target organisms (IIB5.7)
	Describe the effects on the target organisms required for the claimed efficacy and specify these for each product type and method of application if appropriate.
	

	5.8
Mode of action (including time delay) in so far as not covered by section A5.4
(IIB5.8)
	Refer to data given for the active substance or describe here. If appropriate, refer to experimental studies summarized in section 5.10 or any other studies.
	

	5.9
User: industrial, professsional, general public (non-professional)
(IIB5.9)
	Include code(s) and term(s) and briefly describe the use conditions
	

	
1. Industrial
	[The inclusion of further exposure information is possible, see e.g. EASE (LEV, Full containment etc.)]
	

	
	
	

	
	
	

	
2. Professional
	
	

	
	
	

	
	
	

	
3. General public
	
	

	5.10
Efficacy data: The proposed label claims for the product and efficacy data to support these claims, including any available standard protocols used, laboratory tests, or field trials, where appropriate
(IIB5.10)
	
	

	5.10.1
Proposed label claims for the product
	
	

	5.10.2
Efficacy data
	Include efficacy data; use standard format B5_10 to summarize any efficacy tests
	

	5.11
Any other known limitations on efficacy including resistance
(IIB5.10)
	Give information on the occurrence of resistance or possible occurrence of the development of resistance and appropriate management strategies. If appropriate, refer to test results described in section 5.10.2.
	

	5.11.1
Use-related restrictions
	Describe possible restrictions or recommendations concerning the use of the product in specific environmental or other conditions.
	

	5.11.2
Prevention of the development of resistance
	Describe and give reasons for possible recommendations concerning the avoidance of the continuous use of the product in order to prevent the development of resistant strains.
	

	5.11.3
Concomittant use with other (biocidal) products
	State if the product cannot be mixed with other substances, particularly other biocidal products, or if the use of the product with other biocidal products is recommended.
	


Table A5-1: Summary table of data on the method of application including description of system used

	Serial number
	Product type
	Substance(s) used for dilution
	Concentration of dilutant(s)
	Other substance(s) added
	Application technique
	Remarks

	(1)
	Include respective code(s) for product type(s) given in section 5.1
	Give name of substance including CAS No.
	State the concentration in percentage of the biocidal product
	Give name and CAS No. of any other substance(s) to the biocidal product and indicate purpose
	Include the corresponding code as given in Appendix xyz, File 4, and the corresponding term
	

	(2)
	e.g. PT08
	
	
	
	e.g. VMXX - manual application
	

	(3)
	
	
	
	
	
	

	(n)
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Table A5-2: Summary table of data on the number and timing of applications, and where relevant, any particular information relating to geographical variations, climatic variations, or necessary waiting periods to protect man and animals

	Serial number
	Product type
	Application type
	Number and timing of application
	Waiting periods
	Information on recommended variations of the application rate in different locations
	Remarks

	(1)
	Include respective code(s) for product type(s) given in section 5.1
	Include respective code(s) for application type(s) given in section 5.2
	Indicate the recommeded number and timing, i.e. duration of application and possible reapplications
	Indicate  recommeded waiting periods and their purpose
	Where relevant, describe how the application should be varied in different parts of the Community depending on the geographical or climatic conditions
	

	(2)
	
	
	
	
	
	

	(3)
	
	
	
	
	
	

	(n)
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	Section B5.10
Annex Point IIB5.10
TNsG: Pt. I-B5.10,
Pt. III-Ch. 6
	Efficacy Data 
Specify where appropriate, e.g. wood-rotting fungi, laboratory study
	

	
	
	

	
	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
	

	16.3 Guideline study
	Give guidelines; if any
(see also TNsG Pt. III-Ch. 6)
	

	16.4 Deviations
	Yes/No

Describe deviations from test guidelines, if any, or refer to respective field numbers where these are described, e.g. "see 3.x.y"
	

	
	17 Method
	

	17.1 Test Substance (Biocidal Product)
	as given in section 2

deviating from specification given in section 2

(Fill in the fields 3.1.2 and 3.1.3) 
	

	17.1.1 Trade name/ proposed trade name
	
	

	17.1.2 Composition of Product tested
	see guidance 3.1; if appropriate, include data on e.g. diluting agents, solvents or enhancement substances used
	

	17.1.3 Physical state and nature
	see guidance 3.1; if appropriate indicate emulsifiable concentrate, wettable powder, solution
	

	17.1.4 Monitoring of active substance concentration
	Yes/No

if yes, give details
	

	17.1.5 Method of analysis
	Describe briefly
	

	17.2 Reference substance
	Yes/No

(If yes, specify; give details on chemical name, CAS-No., Batch-No. etc.)
	

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

	17.3 Testing procedure
	Non-entry field
	

	17.3.1 Test population / 
inoculum /
test organism
	Give (in tabular form) details on type,origin, nature and properties of test population / microbial inoculum (see Table 1.1) or test organisms (single species test) (see Table 1.2)
	

	17.3.2 Test system
	Give details on test type, laboratory equipment etc. in tabular form (see Table 1.3)
	

	17.3.3 Application of TS
	Give relevant details in tabular form (see Table 1.4)
	

	17.3.4 Test conditions
	Give relevant test conditions in tabular form (see Table 1.5)
	

	17.3.5 Duration of the test / Exposure time
	
	

	17.3.6 Number of replicates performed
	
	

	17.3.7 Controls
	Test with untreated controls performed?
(a) "yes" (b) "no"; if (a) give number of controls; if (b) give justification
Specify type and relevant details of controls: e.g. control without test substance; abiotic controls; carrier control
	

	17.4 Examination
	Non-entry field
	

	17.4.1 Effect investigated
	e.g. killing, growth inhibition, reproduction inhibition, effect on growth stage development
	

	17.4.2 Method for recording / scoring of the effect 
	Give details
	

	17.4.3 Intervals of examination
	
	

	17.4.4 Statistics 
	Describe or refer to calculation procedures applied
	

	17.4.5 Post monitoring of the test organism
	Yes/No

If yes give duration of post monitoring
	

	
	18 Results
	

	18.1 Efficacy
	If applicable, give measured degrees of efficacy in  percent of controls, indicate the pass/fail level or give any other appropriate measure for the effect investigated in the specific test system
	

	18.1.1 Dose/Efficacy curve
	If applicable
	

	18.1.2 Begin and duration of effects
	
	

	18.1.3 Observed effects in the post monitoring phase
	Describe, if any unusual effects during  post monitoring do occur
	

	18.2 Effects against organisms or objects to be protected
	Describe any observed adverse effects 
	

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

	18.4 Efficay of the reference substance
	If applicable, give measured degrees of efficacy in  percent of controls, indicate the pass/fail level or give any other appropriate measure for the effect investigated in the specific test system
	

	18.5 Tabular and/or graphical presentation of the summarised results
	
	

	18.6 Efficacy limiting factors
	Non-entry field
	

	18.6.1 Occurrences of resistances
	Include observations of the test; refer to data on active substance
	

	18.6.2 Other limiting factors
	e.g. from observations on  physico-chemical properties
	

	
	19 Relevance of the results compared to field conditions
	

	19.1 Reasons for laboratory testing
	Give arguments for performing a laboratory efficacy test instead of a field test; data relevant for field of use?
	

	19.2 Intended actual scale of biocide application
	If a laboratory test was performed in a reduced scale according to the actual scale of the product, the dimension must be given (e.g. test was reduced to a scale of 1:100)
	

	19.3 Relevance compared to field conditions
	non-entry field
	

	19.3.1 Application method
	Is the application method in the laboratory test comparable with the planned field application method (see section 2)?
	

	19.3.2 Test organism
	Is the test organism identical with the target organism(s) of the intended use(s) 
	

	19.3.3 Observed effect 
	Is the observed effect in the laboratory test comparable to the desired effect(s) in field applications ? 
	

	19.4 Relevance for read-across
	Yes/No

If yes, specify and/or give justification
	

	
	20 Applicant's Summary and conclusion
	

	20.1 Materials and methods
	Give short summary of materials and methods
	

	20.2 Reliability
	Indicate whether the method used and the test results are reliable and relevant for efficacy assessment.
	

	20.3 Assessment of efficacy, data analysis and interpretation
	Summary and assessment of results; discuss relevant substance specific properties (e.g. solubility, stability, adsorption behaviour, volatility) as well as incidents with  implications on results; relate effects seen in different types of examinations. 
	

	20.4 Conclusion
	Discuss validity of laboratory efficacy test, estimation of the in-situ efficacy, dose-response relationship and assessment of efficacy according to the conditions
	

	20.5 Proposed efficacy specification
	If applicable, the efficacy should be evaluated quantitatively giving appropriate effect ranges (in percent of controls): e.g. 'satisfying' (e.g. 75-80 %), good (e.g. 80-85 %), very good (e.g. 85-90 %), excellent (e.g. 90-99 %) and total (100 %) or a pass/fail limit should be given 
	

	
	
	

	
	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

	Comments


	Discuss relevant discrepancies referring to the marked field numbers and to applicant's summary and conclusion

	Summary and conclusion


	Include revised version of applicant´s summary and conclusion

	
	Comments from ... (specify)

	Date
	Give date of comments submitted

	Comments
	Discuss if deviating from view of rapporteur member state

	Summary and conclusion
	Discuss if deviating from view of rapporteur member state


Tables for Method

1.1
(mixed) Population / Inoculum (if necessary; include separate table for different samples)

	Criteria
	Details

	Nature
	

	Origin
	give details, e.g. on sampling site

	Initial biomass
	e.g. percent of total organic carbon

	Reference of methods
	specify methods used to determine each parameter

	Collection / storage of samples
	give all relevant details

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

	Pretreatment
	e.g. pre-incubation, adaptation procedure

	Initial density of test population in the test system
	include data as approx. number of cells/l depending on test method


1.2
Test organism (if applicable)

	Criteria
	Details

	Species
	

	Strain
	

	Source
	

	Laboratory culture
	 (a) "yes" (b) "no"; if no, specify

	Stage of life cycle and stage of stadia
	e.g. growth stage and / or period of pest development

	Mixed age population
	 (a) "yes" (b) "no"; if no, specify

	Other specification
	e.g. sex, weight

	Number of organisms tested
	give number or give estimated population e.g. (in case of rapid reproduction)

	Method of cultivation
	e.g. feed, temperature, humidity, lighting

	Pretreatment of  test organisms befor exposure
	e.g. adaptation or any selction pressure

	Initial density/number of test organisms in the test system
	include data as approx. number of cells/l or individuals/cm2 depending on test method


1.3
Test system

	Criteria
	Details

	Culturing apparatus / test chamber
	specify details on construction and dimensions; if appropriate with detailed graphical illustration or photo; give any other details relevant for the specific test system

	Number of vessels / concentration
	

	Test culture media and/or carrier material
	specify composition of the media (e.g. agar-plates) or give detailed description of the carrier material (e.g. timber, stone)

	Nutrient supply
	give details, e.g. on composition, dosing by apparatus or manual, time range of nutrient application

	Measuring equipment
	 e.g. infrared gas analyzer 


1.4
Application of  test substance 

	Criteria
	Details

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

	Delivery method
	

	Dosage rate
	

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

	Concentration of liquid carrier
	give the concentration (% v/v)

	Liquid carrier control 
	specify, if liquid carrier is used

	Other procedures
	give any other details relevant for the specific test system


1.5
Test conditions 

	Criteria
	Details

	Substrate
	give details

	Incubation temperature
	

	Moisture
	

	Aeration 
	 (a) "yes" (b) "no"; if yes, specify (e.g. air-flow)

	Method of  exposure
	e.g. as bulk or individual subsamples

	Aging of samples
	e.g. leaching procedures, artificial weathering, application of UV-light

	Other conditions
	give details on any other details relevant for the specific test system


	Section B6.5
	Available toxicological data relating to toxicologically relevant non-active substances (i.e. substances of concern)

(Use separate standard format for each substance of concern)
	

	
	
	

	
	Give short summary of the basic toxicological information on the substance of concern including the sources of information (references) (see TNsG on data requirements)
	Official
use only

	
	21 Acute toxicity

Give information on oral route and, if relevant, also on dermal and inhalation route
	

	21.1 Type of test
	Specify route/species etc.; copy entry fields for further test data if necessary.
	

	21.1.1 Reference
	
	

	21.1.2 Summary and conclusion
	
	

	21.2 Type of test
	
	

	21.2.1 Reference
	
	

	21.2.2 Summary and conclusion
	
	

	
	22 Skin sensitisation in animal and/or human skin
	

	22.1 Type of test
	Specify application/species etc.; copy entry fields for further test data if necessary.
	

	22.1.1 Reference
	
	

	22.1.2 Summary and conclusion
	
	

	
	23 Dermal absorption

if relevant
	

	23.1 Type of test
	Specify application/species etc.; copy entry fields for further test data if necessary.
	

	23.1.1 Reference
	
	

	23.1.2 Summary and conclusion
	
	

	
	24 Genotoxicity
	

	24.1 Type of test
	Specify type of test/route/species etc.; copy entry fields for further test data if necessary.
	

	24.1.1 Reference
	
	

	24.1.2 Summary and conclusion
	
	

	
	25 Short term repeated dose toxicity
	

	25.1 Type of test
	Specify type of test/route/species etc.; copy entry fields for further test data if necessary.
	

	25.1.1 Reference
	
	

	25.1.2 Summary and conclusion
	
	

	
	26 Long term repeated dose toxicity incl. carcinogenicity

if available
	

	26.1 Type of test
	Specify type of test/route/species etc.; copy entry fields for further test data if necessary.
	

	26.1.1 Reference
	
	

	26.1.2 Summary and conclusion
	
	

	
	27 Reproduction toxicity

if available
	

	27.1 Type of test
	Specify type of test/route/species etc.; copy entry fields for further test data if necessary.
	

	27.1.1 Reference
	
	

	27.1.2 Summary and conclusion
	
	

	
	28 Human medical data and epidemiological data

if available
	

	28.1 Type of data
	Specify type of data, e.g. case report, epidemiological study etc.; copy entry fields for further test data and/or summarize data in tabular form.
	

	28.1.1 Reference
	
	

	28.1.2 Summary and conclusion
	
	

	
	29 Other relevant toxicity data

if available, e.g. toxicokinetics, neurotoxicity
	

	29.1 Type of test
	
	

	29.1.1 Reference
	
	

	29.1.2 Summary and conclusion
	
	

	
	
	

	
	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

	Comments on applicant's data
	If necessary, discuss applicant's data referring to the (sub)heading numbers.

	Conclusion
	

	Acceptability
	Information acceptable / Information not acceptable

(Give reasons if necessary; indicate which data should be provided yet.)

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Comments on applicant's data
	For additional comments referring to the (sub)heading numbers.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
	


	Section B7.3
	Available ecotoxicological information relating to exotoxicological relevant non-active substances (i.e. substances of concern)

(Use separate standard format for each substance of concern)
	

	
	
	

	
	Give short summary of the basic ecotoxicological information on the substance of concern including the sources of information (references) and/or safety data sheets (see TNsG on data requirements)
	Official
use only

	
	30 Foreseeable routes of entry into the environment on the basis of the use envisaged
	

	3.3 Release data


	
	

	3.4 Sources of environmental exposure

	
	

	30.1 Environmental recipients


	
	

	30.2 Exposure information


	
	

	
	31 Ecotoxicological Data
	

	3.5 Abiotic degradation
	Include available data on hydrolysis as a function of pH and/or phototransormation in water (see TNsG on data requirements)
	

	31.1.1 Type of test
	Copy entry fields for further test data if necessary.
	

	31.1.1.1 Reference
	
	

	31.1.1.2 Summary and conclusion
	
	

	3.6 Biotic degradation
	Ready biodegradability (see TNsG on data requirements)
	

	31.1.2 Type of test
	Copy entry fields for further test data if necessary.
	

	31.1.2.1 Reference
	
	

	31.1.2.2 Summary and conclusion
	
	

	31.2 Adsorption / Desorption
	(see TNsG on data requirements)
	

	31.2.1 Type of test
	Copy entry fields for further test data if necessary.
	

	31.2.1.1 Reference
	
	

	31.2.1.2 Summary and conclusion
	
	

	31.3 Aquatic toxicity
	Basic information (see TNsG on data requirements):
- acute toxicity to fish
- acute toxicity to Daphnia magna
- growth inhibition test on algae
- inhibition of microbiological activity
	

	31.3.1 Type of test
	Copy entry fields for further test data if necessary.
	

	31.3.1.1 Reference
	
	

	31.3.1.2 Summary and conclusion
	
	

	31.4 Terrestrial toxicity
	Basic information (see TNsG on data requirements):
- inhibition of microbiological activity
	

	31.4.1 Type of test
	Copy entry fields for further test data if necessary.
	

	31.4.1.1 Reference
	
	

	31.4.1.2 Summary and conclusion
	
	

	31.5 Bioconcentration
	(see TNsG on data requirements)
	

	31.5.1 Type of test
	Copy entry fields for further test data if necessary.
	

	31.5.1.1 Reference
	
	

	31.5.1.2 Summary and conclusion
	
	

	
	
	

	
	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

	Comments on applicant's data
	If necessary, discuss applicant's data referring to the (sub)heading numbers.

	Conclusion
	

	Acceptability
	Information acceptable / Information not acceptable

(Give reasons if necessary; indicate which data should be provided yet.)

	Remarks
	

	
	Comments from ...

	Date
	Give date of comments submitted

	Comments on applicant's data
	For additional comments referring to the (sub)heading numbers.
Discuss if deviating from view of rapporteur member state

	Conclusion
	Discuss if deviating from view of rapporteur member state

	Acceptability
	Discuss if deviating from view of rapporteur member state

	Remarks
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