Title page
The purpose of the presentation is to give an overview of the background that has
led to the application being lodged.
Additionally, it is intended to provide a summary of the staff’s Evaluation and
Review report, which summarised and responded to the key issues detailed in
submissions, and how those issues affected the staff’s proposals to the Decision
Making Committee.
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Additional information may be found in the “notes” section below the slides of this
presentation.
The notes are intended to provide an indication of the commentary that
accompanied each slide, to assist readers who were not in attendance at the
hearing at the time of the staff presentation.
These notes are not a word-for-word description, but should provide the reader
with an overall sense of the presentation.
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Outline of EPA staff presentation
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Identification of staff project team for APP202142.
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This slide provides some background information highlighting the concern
associated with certain insecticides, in terms of risks and exposure routes.
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Non-contact periods have previously been set for a number of pesticide actives, and
applied to substances containing the following active ingredients:
Acephate
Demeton-s-methyl
Dimethoate

Methamidophos
Methomyl
Omethoate
Oxamyl
Pyrazophos
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This slide provides background information on why the application is being
undertaken at this time.
OPC = Organophosphate or carbamate
More details are given in subsequent slides.
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Decision to remove NCPs in APP201045
In a submission received for APP201045, it was suggested that NCPs were
unnecessary and impractical for industry, and should be removed.
At that time, the staff did not information regarding ERT and were of the opinion
that the main risk to be managed arose from direct contact with insecticide spray.
- Process did not include a review of available data or literature at that time to
highlight concerns surrounding ERT
- No opposition to the proposal to remove NCPs was noted during hearing process
- Existing NCPs were subsequently not reinstated.
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While concerns were raised by NBA for dimethoate substances, the EPA staff
reviewed all of the approvals to which NCPs are no longer applied (APP201045).
Upon review, in the staff’s opinion, there were risks associated with ERT that were
not being managed by the revised control (i.e. no NCPs), and that relevant
information had not been assessed as part of APP201045, and consequently not
presented to the DMC for APP201045.
Only mechanism to amend an approval where the change is not Minor in Effect, or
to correct a technical error, is via the reassessment process.
In order to undertake a reassessment, first Grounds for Reassessment must be
established, in accordance with s62 of the HSNO Act.
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Information deemed “new”.
S62(2) of the HSNO Act details the reasons for which grounds for reassessment can
be established.
It was considered that information that was not previously considered in deciding
an approval could be considered to be “new”, i.e. it has not been taken into account
in relation to a particular substance.
“New”, in this context, does not mean the same as “recent”, rather “new” in the
eyes of the decision-making process.
This was the ‘ground’ that was relied on in determining that Grounds for
Reassessment exist (APP202033). This was decided on 11/04/2014.
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Timelines for reassessment process
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The slide describes the purpose and intent of the reassessment application.
As this is a modified reassessment, only certain aspects of a substance approval are
under review.
The scope of the application is also outlined.
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This slide provides a brief description of the data reviewed for Acephate and
Dimethoate-containing substances, and the proposed outcomes.
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This slide provides a brief description of the data reviewed for methamidophos and
methomyl-containing substances, and the proposed outcomes.
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Age and quality of available data
Much of the reviewed information is not recent.
Limited data for methamidophos and oxamyl
The EPA has found or been provided study reports for acephate, dimethoate and
methomyl.
However, for methamidophos and oxamyl, the EPA has not been able to review any
study reports. Instead, we have had to rely on overseas regulatory review
documents containing summary information of limited data. The EPA does not have
access to the underpinning data or study reports.
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This slide details the proposed NCPs/restrictions for the substances covered by this
application, as detailed in the application. The proposed NCPs and the previously
imposed NCPs are detailed to allow comparison.
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This slide highlights the proposed control amendment from the default wording of
regulation 49, as suggested by the staff for all substances covered by this application
except for methamidophos-containing substances.

17

This slide highlights the proposed control amendment from the default wording of
regulation 49, as suggested by the staff for methamidophos substances.
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Brief summary of the general themes addressed in submissions.
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Points raised that product labels should include sufficient information to inform users of the appropriate NCPs.
- The staff consider that, the default labelling requirements could be interpreted to cover this information.
However, in the interests of clarity and certainty, requiring specific handling and application instructions,
such as NCPs, will avoid doubt and create more consistency.
Submitters raised concerns regarding the relevancy of the assessed information in terms of its protectiveness of
native and valued species, and other pollinators.
- The staff note that honey bees are used as representative species but little is known about other bee
species’ sensitivity.
- The information used by the staff is considered to be the best available in relation to these substances.
- The staff note that the proposed controls do not distinguish between honey bees and native species, and
are expected to offer protection for those species also.
The staff note that a lack of reported incidents of adverse effects does not necessarily mean that safe use is
being achieved; it is just as conceivable that
incidents are not being reported or monitored.
In the absence of monitoring data demonstrating safe use, the EPA relies on its risk assessment methodology in
order to inform decision makers of risks associated with use of pesticides.
Overseas regulators have specified label statements to warn users of effects of pesticides on bees (e.g. the US
EPA requirements have led to the “bee box” on product labels, which provides specific instructions on
safeguarding bees. However, Non-contact Periods do not appear to feature as regulatory controls. Some
guidance material does make reference to ERTs and how to avoid exposures in those circumstances.
Regarding notification of bee keepers as a control option, there are issues such as practicality, establishing the
size of a notification zone that the staff consider would need to be addressed. Furthermore, the measures
would only protect known commercial hives, not protecting wild bee populations or other pollinators.
The staff received a field study from Arysta LifeScience on acephate. The staff have summarised this study and
provided its feedback via the E&R report.
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NCPs considered to be impractical for continuously flowering plants, such as lemon trees.
The staff would agree that the consequence of limiting use of these substances on flowering plants in accordance with NCPs will be to exclude
use on those crops.
The staff consider that this intended to be restrictive for this sort of situation because otherwise the risks to bees arising from use of these
substances on continuously flowering plants are not being managed.
Use in greenhouses is not likely to present significant risks to bees, given that pollination is largely achieved using commercially sourced
bumblebees.
The staff consider that the controls and NCPs does not need to provide an explicit exclusion for glasshouse use.
This is because all use of these substances should be subject to a risk assessment to determine whether bees are likely to visit the application
area. Hives can be removed and exclusion of bees is expected to be possible. Consequently, indoor use may not trigger the “likely to visit”
threshold so glasshouse applications would be possible.
Applicators of OPC substances are required to be approved handlers.
Suggest that expertise of grower is used to inform applicator of flowering times.
Being an AH means that the applicator knows what controls apply to the substance and how to find information to allow them to make
decisions that impact on compliance with conditions of use.
Use of these substances are subject to all of the controls that apply to the substance. In APP201045, a control was added that requires
avoidance of spray drift:
CONTROL R-4: Spray drift mitigation
(1) No person may apply the substance in a manner that results in adverse effects beyond the boundary of the subject property .
(2) Any person applying the substance must take all reasonable care to avoid off-target movement of the substance.
LABEL STATEMENT
(3) The following statement must appear on the substance label:
The person applying this substance must not cause adverse effects beyond the boundary of the treated property, and must also avoid adverse
effects from spray drift occurring. Mitigation measures employed must be recorded as part of the application records.
(4)A person must not supply a hazardous substance to any other person unless the substance label includes the statement specified in (3).
(5) A person who is in charge of a hazardous substance must ensure that the substance label shows the information required by (3).
Compliance with this control would be subject to the same scrutiny as all other controls, and subjected to review of reported incidents.
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Summary of amended proposals, following submissions.
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Slide to highlight the proposed amendment to existing additional labelling
requirements for acephate, dimethoate, methomyl or oxamyl containing
substances.
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Slide to highlight the proposed amendment to existing additional labelling
requirements for methamidophos-containing substances.
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