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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 of your new product/new use application for products applied in non-crop-situations. For product/variation applications to crops see the ‘crop instructional template’ and for permit applications see the ‘permit 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’.
This instructions page and the preceding 2 pages can be deleted upon completing your overview so that 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: _Toc207792760]Efficacy
[bookmark: _Toc207792761]Introduction
Include and identify the type of submission e.g. new product, variation, Item 25, etc. and any other information that could clarify the context of the request.
[bookmark: _Toc207792762]Description of active constituents
Describe if your product contains new or existing active constituents and any other information that may be relevant.
[bookmark: _Toc207792763]Mode of action
Provide information on the mode of action, chemical group(s), biological properties, chemical and biological targets, mobility, uptake, persistence and any other biological properties that may be relevant.
[bookmark: _Hlk205367000][bookmark: _Hlk205893442][bookmark: _Toc207792777]Table 1:	Details of the active constituent(s) in the product
	
	Active constituent 1
Diethyltoluamide
	Active constituent 2
	Active constituent 3

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

	Chemical group
	n/a
	
	

	Mode of action group*
	n/a
	
	

	Mode of action
	Confusing or inhibiting mosquito receptors.
	
	

	Biological action
	Mosquito repellent 
	
	


[bookmark: _Hlk205367507][bookmark: _Toc207792764]Description of the product
Make a statement regarding the product, its active components and concentration(s), and the formulation type.
Product is a ready to use liquid (AL) containing 90 g/L diethyltoluamide.
It is helpful to include a table of proposed uses, the structure of which may vary depending on the nature of the product/application. The simplified table example shown below (Table 2) is suited to applications based on a reference standard. Alternatively, a draft label or a table in accordance with the ‘Directions for Use’ or FAO/OECD GAP table format might be more appropriate for new ‘stand-alone’ products and, depending on its size, included in the Appendix.
[bookmark: _Hlk205367554][bookmark: _Toc207792778]Table 2:	Simplified table of currently registered uses and requested uses
	Uses
	State1
	Currently registered rate(s)
	Requested rate(s)
	Comments / Other relevant details on use pattern

	Situation(s)
	Target(s)
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


1Remove State column if not relevant.
Provide a description of the proposed use pattern (for unregistered products), or proposed amendments to the registered use pattern (for registered products). Provide information related to the points listed below as they relate to the proposed use(s). The proposed label text can be included in this section.
Situations of use (for topical application to skin)
Pest claims (repels mosquitos)
Product proposed for use
Application rate
Application method (roll-on)
General use directions, such as conditions that warrant the use of the higher or lower application rate, or shorter or longer application interval. (repeat application after 4 hours)
[bookmark: _Hlk205367872][bookmark: _Toc414373836][bookmark: _Toc135232590][bookmark: _Toc207792765]Description of the target pests
Provide a description of the pest(s) to be added on the label, including the common and Latin binomial name(s). Other useful information to assist the APVMA includes:
the nature and severity of the impact associated with the pest(s) and the situation(s) of use
relevant aspects of the pest(s) biology (e.g. life cycle)
if relevant information on commercially acceptable levels of control, including economic thresholds, for each pest claim.
[bookmark: _Hlk205372383][bookmark: _Toc207792779][bookmark: _Hlk205390012]Table 3:	Glossary of pests
	[bookmark: _Hlk205369452]Scientific name
	Common name

	
	

	
	

	
	


[bookmark: _Toc207792766]General factors affecting product efficacy
Describe any general factors that may influence product efficacy such as (i) environmental and climatic conditions and (ii) application timing and frequency.
[bookmark: _Toc207792767]Lowest effective rate
Label rates should include the lowest effective rate that provides sufficient efficacy against a target pest across the broad range of situations in which the product will be applied. This minimises potential risks to the product user, the public and the environment. Pilot studies using multiple rates and/or pivotal studies using treatments at the proposed rate, at double the proposed rate (2x) and at a half rate (0.5x) are a good way of demonstrating the optimal rate and dose-related effects. Ideally, the lower rate(s) tested should demonstrate inferior efficacy, including inferior duration of control for residual products, or inconsistent performance under different conditions. Failure to demonstrate these effects at the lower rates may indicate that the proposed rate is unnecessarily high. Where resistance of a pest has been demonstrated, selecting a suitable rate may require additional research.
For products that claim residual control or protection from a particular pest, you should still demonstrate that the rate you are proposing is the lowest one that can achieve the length of protection claimed. Similarly, when attempting to control a low pest ‘abundance’ situation, a rate lower than that required for high pest abundance may be sufficient.
[bookmark: _Toc207792768]Co-formulated products
If the product is a co-formulation, justify the use of each active constituent in the mixture and show the advantages of the combination, e.g. improved efficacy, spectrum, or added persistence.
[bookmark: _Toc207792769]Information on trials submitted and mapping to label claims
[bookmark: _Hlk205370368]Summarise the efficacy trials submitted as well as provide a clear link between the trials and the specific wording on the label. A summary table such as that shown below in Table 4, is an effective way of demonstrating whether sufficient trials covering the appropriate pests, situations of use, climatic zones and seasons (if relevant) have been provided to justify the strength and scope of the label. 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.
[bookmark: _Toc207792780]Table 4:	Presentation of efficacy trials mapping label claims to supporting data
	[bookmark: _Hlk205902003]Situation + target pest in trial(s)
	Claim on label1
	No. of trials submitted2
	Years conducted
	% control achieved (range)
	Comments3

	Personal insect repellent
	Repels mosquitos for up to 4 hours 
	2 cage trials (2 valid)
	2020
	84% - 95%
	One trial each on Aedes aegypti and Aedes notoscriptus considered supportive of efficacy against all Australian mosquito species.  No field trials undertaken see justification.

	
	
	
	
	
	

	
	
	
	
	
	


[bookmark: _Hlk205383740]1Label claims considered supported by the trials data submitted.
2Trial validity and the extent to which it contributes to the weight of evidence is for the applicant to propose and justify.
3Include 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 situation/target pest.
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), target pest status (major/minor), pest distribution, agricultural/cultural practices and all relevant information linked to the use pattern. References to and copies of any supporting material must be provided.
[bookmark: _Hlk205816714][bookmark: _Toc207792781]Table 5:	Reference standards used in trials
	[bookmark: _Hlk205816790]Situation
	Reference standard name
	Reference standard reg. no.
	Active(s)
	Formulation
	Regd. Appn. rate2
	Appn. Rate in trials
	Remark3

	
	
	
	
	Type1
	Active conc.
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1e.g. WP (wettable powder), EC (emulsifiable concentrate), etc.
2registered dose(s)/dose range.
3Other relevant information (e.g. uses, number of applications, method of application, etc.).
The applicant must justify the choice of reference standard(s) used in the trials.
Trials undertaken using different formulations (e.g. former formulations, unregistered formulations or formulations from overseas) considered to be supportive of that to be registered, should also be presented in a modified version of Table 5. Product codes and full formulation details should be provided in the Appendix (or separate document as appropriate). A scientific argument justifying the inclusion of trials using other formulations is required and could include a side-by-side comparison of the formulations including % change in excipients where appropriate.
Claims may be organised in subsections by pest, application timing/method, etc., whichever is best suited to the specific claims being proposed. Each subsection should present all the various types of information available (e.g. experimental results from research trials, published scientific literature, scientific rationales, and history of use information) to support the claims within the subsection. It is important to note that this section consists of a synopsis of all supporting efficacy information and not a compilation of the individual reports.
When published scientific literature is presented, an explanation of the relevance of the scientific paper/s to the proposed use should be provided. A comparison of the proposed use pattern and the use pattern employed in the studies should be included. All units should be expressed in metric to enable a direct comparison of the application rates. If the products tested in the study have equivalent products registered in Australia, they should be identified. Any unexpected results should be discussed. A copy of the published articles should be included in the submission.
When scientific rationales are presented, a clear explanation of the basis for support of the proposed use should be provided. It should contain the appropriate level of detail to enable a conclusion regarding the proposed claims to be made.
Regardless of the type of information submitted, if the use pattern in the supporting information differs from the proposed use pattern and how they support label claims, you should provide an explanation. It should be noted that trial grouping is not always possible or relevant. In that case, a presentation trial by trial is possible.
[bookmark: _Hlk205375363][bookmark: _Toc207792770]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. cage trial, field)
trial design
target organisms
pest stages
outline methodology.
Given the variety of non-crop situations for which approval may be sought and the associated variety and type of trials that might be conducted to demonstrate efficacy a standard table format is not presented here.  Where possible, however, applicants should seek to summarise key aspects in the form of a table both for the individual trial and (if applicable) a synthesis table to compare results and provide an overview across all trials.
A total of x trials were carried out to evaluate the efficacy of product for the control of target(s) in the proposed situation of use.
Efficacy data for target(s) are presented from x efficacy trials assessed. x trials have been conducted between year and year in list countries.
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 the table below (by adding columns).
[bookmark: _Hlk205375567][bookmark: _Toc207792782]Table 6:	Efficacy of the product at the timing of assessment
	Target
	Grouping1
	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
	

	Target 1
	All
	
	
	
	
	
	
	
	xxx trials >
xxx trials =
xxx trials <

	
	A
	
	
	
	
	
	
	
	

	
	B
	
	
	
	
	
	
	
	

	
	C
	
	
	
	
	
	
	
	


1A, B, C can be a ‘trial group’ (e.g a specific target (e.g. insect A, insect B...). In order to adapt the table to the data presented, it is possible to add lines or columns, to duplicate the table (e.g. one table for ‘trial group 1’, one table for ‘trial group 2’, one table for ‘all’).
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 1.11.
Data demonstrated that the efficacy of the product at the proposed rate of xxx L/ha or kg/ha was inferior to / equivalent to / superior to the efficacy of standard 1 at rate 1 against target(s).
Data demonstrated that the efficacy of the product at the proposed rate of xxx L/ha or kg/ha was inferior to / equivalent to / superior to the efficacy of standard 2 at rate 2 against target(s).
The data also demonstrated that there was no difference in the performance of product when trial data was grouped as presented in Table xxx.
Subsequent summaries should be provided as above for Situation(s) 2 / Target(s) 2, etc.
[bookmark: _Toc207792771]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 and where appropriate, its performance relative to the reference standard(s) and the untreated control. 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 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 forms a useful alternative method of control. This would include appropriate label instructions to communicate a specific use pattern and manage user expectations and promote optimal pest management outcomes.
		7
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[bookmark: _Toc414373837][bookmark: _Toc135232591]For applications relying on bioequivalence to ‘similar’ products as defined in the Agvet Code Regulations you should explain how the trials chosen are representative of all proposed label claims and represent a ‘worst case’ scenario. Relevant references from respected sources can usefully be included to help support your argument and claims made.
[bookmark: _Toc414373842][bookmark: _Toc231963183][bookmark: _Toc231963195][image: ]
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Appendix

[bookmark: _Toc135232597][bookmark: _Toc207792772]Appendix A – Draft Label
A copy of the draft label can be included here for convenience, or simply cross refer to the e-label.
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[bookmark: _Toc414373845][bookmark: _Toc135232600][bookmark: _Toc207792773]Appendix B – Other supporting information
Other supporting information/documents can be included here or suitable references provided in the references section.
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[bookmark: _Toc135232603][bookmark: _Toc207792774]Acronyms and abbreviations
	Shortened term
	Full term

	FAO
	Food and Agriculture Organisation

	GAP
	Good Agricultural Practice

	OECD
	European and Mediterranean Plant Protection Organisation
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[bookmark: _Toc414373849][bookmark: _Toc135232604][bookmark: _Toc207792775]Glossary
	Term
	Description

	Gap Table
	A table summarizing Good Agricultural Practices (GAP), specifically outlining the safe and effective use of pesticides under real-world conditions.

	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.
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[bookmark: _Toc231963196][bookmark: _Toc414373850][bookmark: _Toc135232605][bookmark: _Toc207792776]References
[bookmark: _Hlk205463845]Visit the Australian Government Style Manual to view full referencing requirements.
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