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[bookmark: _Hlk207098050]Instructions
This instructional template has been designed to provide guidance on the presentation of information relating to the efficacy and crop safety assessment for your permit application. For new product/variation applications for products applied to crops see the ‘crop instructional template’ and for new product/variation applications for products applied for non-crop situations see the ‘non-crop instructional template’. The use of this instructional template is not mandatory but is strongly recommended to ensure all the necessary information is provided and presented in a manner that will assist the APVMA in the evaluation of your application and reduce the likelihood for requests for further information during the assessment.
Guidance is provided in each section, along with examples highlighted in yellow to help you. Depending on the nature of your application, certain sections may not be relevant to you. Any irrelevant sections should be deleted, please do not leave them blank. Any guidance, instructions or highlighted examples provided should either be replaced by your information or deleted as you fill out your details. The instructional template should only have your details and relevant sections to you when the document is finalised.
Tables are provided as examples and may be adapted to suit the product being evaluated (columns can be added or deleted). Moreover, some tables are not relevant for all products or all submission types and should be added or deleted as appropriate. To update table numbering, highlight the table number, right click and update field.
For new and innovative products new sections and/or tables can be added as appropriate.
Heading numbering will automatically correct itself as you delete sections. New headings will also automatically correct numbering if you use the ‘Heading 1,APVMA_H1’ heading styles in the Styles Pane (expand the Styles Ribbon to easily find and select these).
To update the contents page and/or the summary list of tables do not alter these manually but right click over the respective areas and select ‘update field’ and ‘update entire table’ respectively.
This instructions page and the preceding 2 pages can be deleted upon completing your overview so the following title page is the first page of your finished document.
Title page
A title page should include the following information and other identifying information as appropriate:
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[bookmark: _Toc207792921]Efficacy
[bookmark: _Toc207792922]Introduction
Provide a short summary detailing the proposed use(s) and their relationship to the uses on the approved product label. If the proposed use(s) are inconsistent with the currently registered use patterns (e.g. different crop group, application rates, method of application, etc.) information should be submitted to justify any differences.
The purpose of this application is to seek a minor use permit to authorise the use of product name(s) and registration no.(s) to control pest(s) on crop(s).
[bookmark: _Toc207792923]Description of active constituent(s)
Describe the active constituent(s) and any other information that may be relevant.
[bookmark: _Toc207792924]Mode of action
Provide information on the mode of action, chemical group(s), biological action, mobility, uptake, persistence and any other biological properties that may be relevant.
[bookmark: _Hlk205367000][bookmark: _Hlk205893442][bookmark: _Toc207792942][bookmark: _Hlk207178245]Table 1:	Details of the active constituent(s) in the product
	
	Active constituent 1
Diafenthiuron
	Active constituent 2

	Active constituent 3

	Concentration of active in the formulation (g/kg or g/L)
	500 g/L
	
	

	Chemical group
	Diafenthiuron
	
	

	Mode of action group1
	12A
	
	

	Mode of action
	Inhibitors of mitochondrial ATP synthase
	
	

	Biological action
	Insecticide
	
	


1 CropLife insecticide mode of action table
[bookmark: _Hlk205367507][bookmark: _Toc207792925]Description of the product(s) upon which the permit is proposed
Make a statement regarding the product(s) upon which the permit is proposed, its active components and concentration(s) and the formulation type.
Product X is a e.g. emulsifiable concentrate (EC) containing number/unit active constituent(s).
[bookmark: _Toc207792926]Proposed use pattern(s)
Provide a summary of the proposed use pattern(s). This may be based on the APVMA-approved label of the registered product and can be presented as a summary table (see table 2 below).   If the product is registered overseas for the use sought under permit in Australia, the applicant may consider including an additional column in the table below summarising relevant details of the overseas-registered product for APVMA’s consideration.
[bookmark: _Toc207792943]Table 2:	Summary of the proposed use pattern(s)
	
	Registered Australian use pattern1
	Proposed minor use pattern

	Active constituent(s) and concentration(s)
	
	

	Product name(s) and registration number(s)
	
	

	Crop(s) or crop group(s)
	
	

	Pest(s)
	
	

	Application rate 
	
	

	Number of applications
	
	

	Application timing
	
	

	Application interval
	
	

	Application method
	
	

	Application equipment
	
	

	Spray volume
	
	

	Additional use directions2
	
	


1Choose the crop-pest combination on the APVMA-approved label that is most relevant to the requested use.
2Indicate any other relevant details (e.g. if an adjuvant is required).
[bookmark: _Hlk205367872][bookmark: _Toc414373836][bookmark: _Toc135232590][bookmark: _Toc207792927]Description of the target pests
Provide a description of the pest(s) to be included in the permit, including the common and Latin binomial name(s). Other useful information to assist the APVMA includes:
the nature and severity of the damage to the crop(s) associated with the pest(s)
relevant aspects of the pest(s) biology (e.g. life cycle) and its interaction with the crop
information on commercially acceptable levels of control, including economic thresholds, for each pest claim.
[bookmark: _Hlk205372383][bookmark: _Toc207792944][bookmark: _Hlk205390012]Table 3:	Glossary of pests
	[bookmark: _Hlk205369452]Scientific name
	Common name

	
	

	Tetranychus urticae
	Two-spotted mite

	
	


[bookmark: _Toc207792928]General factors affecting product efficacy
Describe any general factors that may influence product efficacy such as (i) environmental and edaphic conditions and (ii) application timing relative to crop or pest growth stage.
[bookmark: _Toc207792929]Information on trials submitted and mapping to permit claims
[bookmark: _Hlk205370368]Summarise the efficacy trials submitted as well as provide a clear link between the trials and the specific wording on the permit. A summary table such as that shown below in Table 4, is an effective way of demonstrating whether sufficient trials covering the appropriate pests, crop types, climatic zones, and seasons have been provided to justify the strength and scope of the claims. Where gaps appear to exist, these can be highlighted in the comments section and further scientific argument provided.
You can present a single table or provide separate tables particularly where international trials have been included so the differentiation between these and Australian trials is apparent. The table format is adaptable depending on the nature of the submission and columns can be added or deleted as appropriate.
15		
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[bookmark: _Toc207792945]Table 4:	Presentation of efficacy trials mapping permit claims to supporting data
	[bookmark: _Hlk205902003]Crop + target pest in trial(s)
	Claim1
	No. of trials submitted2
	Years conducted
	Agro- climatic growing zones represented3
	States represented
	Seasons covered
	% control achieved (range)
	Comments4

	Peanuts + two spotted mite
	Apply when mites reach threshold levels
	6 (4 valid)*
	2020-2021
	Tropical warm season-moist
	QLD, NSW
	Spring and summer
	84% - 95%
	Trials in QLD only and justification for relevance to NSW provided. Consistent results demonstrated.

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


[bookmark: _Hlk205383740]1Permit claims considered supported by the trials data submitted.
2The validity of the trial and the extent to which it contributes to the weight of evidence is for the applicant to propose and justify.
[bookmark: _Hlk207114794]3If appropriate trial location according to climatic and/or growing regions (e.g. Hobbs RJ and McIntyre S (2005) - see references section)
4Include a brief statement in this column as to the basis for extrapolation and provide further detailed justification below the table with appropriate caption for each crop/pest combination if more than one (e.g. ‘Peanuts + two spotted mite’, etc.)
2

A map with trial location(s) is recommended.
Provide a rationale for the number and distribution of trials (the presence of trials at this location and the absence of trials at that location), regarding crop growing areas, target pest status (major/minor), pest distribution, agricultural practices, ‘usual’ growing periods, soil types and all relevant information linked to the use pattern. The APVMA does not currently define Australian agro-climatic zones. In the example above, a reference was provided to a published paper by Hobbs RJ and McIntyre S (2005) by way of example. Other more relevant published material may exist depending on the uses being sought. If international trials have been included then you should include information as to their relevance to Australian crops, pests, growing conditions, etc. with supporting material as appropriate. Justify the exclusion of trials - or their inclusion, in case of any deviation.
[bookmark: _Hlk205375363][bookmark: _Toc207792930]Efficacy tests
Make a short description of the number, nature and type of test carried out. Minimum details to include are:
the year conducted
location
type of study (e.g. glasshouse, field)
trial design
target organisms
pest stages
crop stages
water volumes
outline methodology (e.g. foliar herbicide, contact insecticide, preventative fungicide).
Information on trial methodology can be presented in the form of a table. An example is given below in Table 5.
[bookmark: _Toc207792946]Table 5:	Details on trial methodology
	Experimental design
	Plot design
	RCBD

	
	Plot size
	2.5 x 10 m2

	
	Number of replications
	4

	Crop
	Trials per crop
	Peanuts (4)

	
	Varieties per crop
	Runner, Virginia

	
	Sowing period
	October 2021 and November 2022

	Application
	Crop stage at application
	-

	
	Timing
Pest stage at application (1)
	When mites reach threshold levels

	
	Number of applications
Intervals between applications
	Peanuts: 2

	
	Spray volumes
	100 L/ha (ground) or 30 L/ha (aerial)

	Assessment
	Assessment types
	Visual crop safety, insect counts

	
	Assessment dates
	7 DAT, 14 DAT

	Other relevant information
	e.g. Soil type, pH (in case of soil active constituent …)
	

	
	e.g. Natural/artificial inoculation…
	

	
	e.g. Field/Greenhouse...
	

	
	
	


For each crop(s)/target(s), a distinct paragraph (title) should be provided including a synthesis table and comments. A total of x trials were carried out to evaluate the efficacy of product for the control of two spotted mites in peanuts. Crop(s) 1 AND/OR Target(s) 1
Specify and justify the minimum level of infestation used for validation of the trial and assessment timing. If statistical analysis is available on trial grouping, it is appropriate to provide this data in Table 6 below (by adding columns).
[bookmark: _Hlk205375567][bookmark: _Toc207792947]Table 6:	Efficacy of the product at the timing of assessment
	Crop
	Target
	Number of trials
	Infestation in the untreated control (units)
	% control
	No of trials where product is >, <, = compared to standard(s)

	
	
	
	
	Product at rate
	Standard at rate
	

	
	
	
	Mean
	Min & max
	Mean
	Min & max
	Mean
	Min & max
	

	Peanuts
	Two-spotted mite
	4
	
	
	
	
	
	
	xxx trials >
xxx trials =
xxx trials <

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


Provide a summary of the results. Reasons for variable performance and how this might be managed with a restriction to the use pattern could also be considered here or in the summary and conclusion section 1.10.
Data demonstrated that the efficacy of the product at the proposed rate of xxx L/ha or kg/ha to control pest on crop was…
Subsequent summaries should be provided as above for Crop(s) 2 / Target(s) 2, etc.
[bookmark: _Toc207792931]Summary and conclusion
Write a summary and conclusion on the entire chapter based on the level and consistency of control demonstrated in the effectiveness trials. Where inconsistent or lower than expected levels of control are observed in the trials data, it must be demonstrated that the level of control for a particular pest species is still beneficial for the protection of the crop. For products such as biopesticides where control may also be relatively low and indirect efficacy claims are made (e.g. resistance management, reduction in synthetic use, IPM support) the products performance level must be fully justified in the context of how the product would be of benefit to the user and form a useful part of the broader crop protection system. This would include appropriate permit instructions to communicate a specific use pattern and manage user expectations and promote optimal pest management outcomes.

For applications based on evidence for one crop/pest combination that are being used to justify other crop/pest combinations you should explain how the trials chosen are representative of all requested use patterns and represent a ‘worst case’ scenario.  Such an argument would include the level of challenge associated with the crop/pest combination chosen, geographic and edaphic factors associated with the trial location relative to other areas where the crop is grown and the pest is present, etc.
For applications where no data have been submitted please provide a scientific argument to support efficacy based on factors such as similarity of crop and/or target disease/pest, agronomic and edaphic factors, etc. supported by relevant references from respected sources to help support your argument and claims such as the decision support tree in EPPO guidance document ‘PP 1/257 (2) Efficacy and crop safety extrapolations for minor uses (see references section).’
[bookmark: _Toc414373837][bookmark: _Toc135232591].
[bookmark: _Toc207792932]Crop Safety
[bookmark: _Toc207792933]General factors influencing crop safety
Describe any general factors that may influence crop safety, such as environmental and edaphic conditions, application timing relative to crop or pest growth stage, description of other pest management strategies used during the study that could be relevant to potential adverse effects.
[bookmark: _Hlk205385594][bookmark: _Toc207792934]Adverse effects on treated crops
It is possible to present a single table for all crops or to provide distinct tables according to crop group.
[bookmark: _Toc207792948]Table 7:	Presentation of trials
	Crop(s) in trial
	State represented
	Climatic / Growing Zones Represented
	Years
	Type of trial1
	No. of trials
	Comments (any other relevant information)

	Peanuts
	QLD
	Tropical warm season moist
	2020
	Q
	1
	

	
	NSW
	
	2021
	Q
	1
	

	Total
	-
	-
	-
	-
	2
	


[bookmark: _Hlk205454947]1Q = Trial with quality assessment
[bookmark: _Toc207792935]Phytotoxicity to host crop
Data may be presented from conducted efficacy trials and/or from specific trials conducted to evaluate potential phytotoxicity. EPPO standard PP 1/135(4) ‘Phytotoxicity assessment’ and 1/226 ‘Number of efficacy trials (see references section) provides useful guidance on the number and type of trials in crops needed to demonstrate the crop safety of a plant protection product at 1X and 2X dose rate. More detailed information is available in the specific standard in the case of herbicides for which a 2X rate is most relevant.
Make a short description of the number, nature and type of test carried out. Minimum details should include:
 year conducted
location
type of study (e.g. glasshouse, field)
trial design
crop stages
tested cultivars
water volumes
an outline of methodology (e.g. foliar herbicide, contact insecticide, preventative fungicide).
Specify the maximum level of acceptability considered for the phytotoxicity. Provide the precise number of trials in which symptoms were observed and the number of trials in which unacceptable symptoms were observed for each tested dose. A summary of the trials in which phytotoxicity was observed is provided in Table 8 below. It is also possible to present distinct tables (e.g. 1 with data from selectivity trials, 1 with data from efficacy trials), if more convenient.
In the presence or absence of a table presenting the data, you should provide in the text a rationale and all evidence (concisely) that may be useful to the evaluation.
[bookmark: _Toc207792949]Table 8:	Phytotoxicity of product
	Number of trials with…
	Selectivity trials
	Efficacy trials

	
	1X
	2X (or other)
	1x
	2x (or other)

	Maximum phytotoxicity recorded during the trials
	0% to 5%
	
	
	
	

	
	>5% to 10%
	
	
	
	

	
	>10% to 15%
	
	
	
	

	
	>15%
	
	
	
	

	Level of symptoms at the last assessment
	0% to 5%
	
	
	
	

	
	>5% to 10%
	
	
	
	

	
	>10% to 15%
	
	
	
	

	
	>15%
	
	
	
	


Add a short description of symptoms observed and their evolution, and on which variety the highest symptoms occur. Compare the level of symptoms reached with the test product and untreated control.
Explain the cause of the highest phytotoxic levels in the trials (e.g. climatic conditions, soil type, sensitive varieties) and if possible, propose warnings and/or management measures to decrease the risk of phytotoxicity (e.g. restriction on varieties, on climatic conditions).
Each crop could be summarised as X trials were carried out on crop in state from year to year on a wide range of commercially grown varieties.
If there are no phytotoxicity issues No (or transient) phytotoxicity symptoms caused by product at the proposed dose rate of xxx L/ha or kg/ha was recorded in all / the vast majority of / x trials out of y trials.
For each new crop proposed, if data are not available, argumentation must be provided including reference to the Crop grouping guidance document linking the proposed use pattern with that currently registered.
[bookmark: _Hlk205456018][bookmark: _Toc207792936]Effect on the yield of treated plants or plant products
This part concerns only trials in pest-free conditions. The absence of negative effects observed in efficacy trials can offer supporting evidence (especially for fungicides and insecticides) when conducted in the absence of the pest, or where pest pressure is low. If provided, yield results under challenging pest populations may be reported under effectiveness, as supporting evidence of benefit in treatment intended to show an increased yield.
A statement should be made regarding the availability (or otherwise) of results from trials that evaluated the impact on yield. The individual assessments required for aspects of yield will be dependent on the proposed uses. The results should be summarised and a conclusion drawn. For trials with a significant phytotoxicity or negative impact on yield, use Table 9 below to summarise the data.
[bookmark: _Toc207792950]Table 9:	Relationship between phytotoxicity and yield
	Test report
	Variety
	Max phyto at 1X rate (%) DAA
	Max phyto at 2X (or other) rate (%) DAA
	Yield in the untreated control. Absolute figures (unit)
	Yield at 1X as % of untreated
	Yield at 2X (or other) rate as % of untreated

	
	
	Test product
	Standard 1
	Test product
	Standard 1
	
	Test product
	Standard 1
	Test product
	Standard 1

	
	
	
	
	
	
	
	
	
	
	


For crop, a total of x trials were carried out between year and year in states.
For each dose of the product and each crop, provide the precise number of trials in which the yield was significantly inferior/equal/superior to the yield of untreated control and/or the yield of the standard if relevant (it can be mentioned either directly in the table above or in the text).
In x trials, product at the proposed label rate of xxx L/ha or kg/ha had no (or describe) negative effect on the yield of crop 1 in the absence of pest/weed/disease.
[bookmark: _Toc207792937]Summary and conclusion
Write a summary and a conclusion on the chapter of Crop Safety.
For applications based on one crop wishing to extrapolate to others you should explain how the trials chosen are representative of all requested use patterns and represent a ‘worst case’ scenario.  Such an argument should include the level of challenge associated with the crop chosen, geographic and edaphic factors associated with the trial location relative to other areas where the crop is grown and the pest is present, etc.
For applications where no data have been submitted, please provide a scientific argument to support crop safety based on factors such as similarity of crop and/or target disease/pest, agronomic and edaphic factors, etc supported by relevant references from respected sources to help support your argument and e.g. EPPO standard PP 1/257 (2) Efficacy and crop safety extrapolations for minor uses.
.
[bookmark: _Toc414373842][bookmark: _Toc231963183][bookmark: _Toc231963195][image: ]
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Appendix

[bookmark: _Toc414373845][bookmark: _Toc135232600][bookmark: _Toc207792938]Appendix A – Other supporting information
Other supporting information/documents can be included here or suitable references provided in the references section.
12		
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[bookmark: _Toc135232603][bookmark: _Toc207792939]Acronyms and abbreviations
	Shortened term
	Full term

	DAT
	Days after treatment

	EPPO
	European and Mediterranean Plant Protection Organisation

	FAO
	Food and Agriculture Organisation

	IPM
	Integrated Pest Management

	OECD
	Organisation for Economic Co-operation and Development

	RCBD
	Randomised complete block design
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[bookmark: _Toc414373849][bookmark: _Toc135232604][bookmark: _Toc207792940]Glossary
	Term
	Description

	Edaphic
	Relating to soil, especially as it affects living organisms. Edaphic characteristics include such factors as water content, acidity, aeration, and the availability of nutrients. Influenced by factors inherent in the soil rather than by climatic factors.

	Mode of action
	Pesticide mode of action refers to the specific way a pesticide interferes with the biological processes of a pest organism, ultimately leading to its death or inhibition of growth.

	Phytotoxicity
	Refers to the harmful effects of a constituent on plant health and growth.

	RCBD
	A randomized complete block design (RCBD) is an experimental design that is used to control for variability in experiments by grouping similar experimental units into blocks, and then randomly assigning treatments within each block.
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[bookmark: _Toc231963196][bookmark: _Toc414373850][bookmark: _Toc135232605][bookmark: _Toc207792941]References
[bookmark: _Hlk205463845]Visit the Australian Government Style Manual to view full referencing requirements.
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image2.png




image3.png




image4.png




image5.png




image1.png
Australian Government

Australian Pesticides and
Veterinary Medicines Authority




