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[bookmark: _Toc212631870]Submissions received
The Australian Pesticides and Veterinary Medicines Authority (APVMA) published notice of the proposed suspension of certain products containing dimethoate that are registered with instructions for use on blackberries, blueberries and raspberries on 5 August 2025. The APVMA invited submissions in relation to the proposed suspension between 5 August and 2 September 2025 and received 22 submissions. The APVMA was given permission to publish 16 of these submissions which are available on apvma.gov.au. Submissions requested to remain confidential have been considered but are not published.
The submissions received by the APVMA are listed in Table 1 and the APVMA’s consideration of the information received is summarised below.
[bookmark: _Toc212131563]Table 1. Submissions in response to the proposed suspension of certain dimethoate chemical products 
	
	Submitter
	Comments

	1
	Confidential
	A submission calling for a total ban of dimethoate without supporting scientific information.

	2
	Confidential
	A submission calling for a total ban of dimethoate without supporting scientific information.

	3
	Australian Organic Limited
	The submission by Australian Organic Limited supported the APVMA’s proposed decision and called for expansion of the scope to include all berries, and to commence a broader reconsideration leading to complete withdrawal of dimethoate.
The submission also called for consideration of the risks to pollinators. 

	4
	Berries Australia Limited
	The submission by Berries Australia opposed the proposed suspension and noted that there would be commercial and practical impacts on berry growing industries, particularly related to the use of dimethoate as a component of the interstate certification assurance scheme for control of Queensland fruit fly prior to interstate transport.
The submission also provided residue monitoring data for dimethoate in berries.

	5
	Member of the public
	A submission calling for a total ban of dimethoate without supporting scientific information.

	6
	Member of the public
	A submission calling for a total ban of dimethoate without supporting scientific information.

	7
	FMC
	The submission provided by FMC Australasia Pty Ltd argued that the APVMA should use higher acute reference dose (ARfD) for risk assessment of dietary exposure, based on a physiologically based pharmacokinetic-pharmacodynamic (PBPK-PD) modelling. The submission argued that using an ARfD of 0.27 mg/kg bw, as opposed to the APVMA’s current ARfD of 0.02 mg/kg bw, would address any concerns related to dietary exposure.

	8
	Fresh Produce Group
	The submission by Fresh Produce Group opposed the proposed suspension on similar grounds to Berries Australia and noted that there would be commercial and practical impacts on berry growing industries, particularly related to the use of dimethoate as a component of the interstate certification assurance scheme for control of Queensland fruit fly prior to interstate transport.

	9
	GeneEthics
	The submission by GeneEthics called for a total ban of dimethoate but did not provide information relevant to the matter of residues in berries. Additional information was provided related to organophosphate pesticides generally which is outside the scope of this proposal.

	10
	Confidential
	A submission calling for a total ban of dimethoate without supporting scientific information.

	11
	Councillor Jonathan Cassel
	Councillor Cassel wrote in support of the proposed decision and noted additional concerns related to worker and environmental exposure.

	12
	Confidential
	A submission calling for a total ban of dimethoate without supporting scientific information.

	13
	Member of the public
	A submission calling for a total ban of dimethoate without supporting scientific information.

	14
	Member of the public
	A submission calling for a total ban of dimethoate without supporting scientific information.

	15
	Nambucca Environment Network
	A submission calling for a total ban of dimethoate without supporting scientific information.

	16
	Organic & Regenerative Investment Cooperative (ORICoop)
	The submission by ORICoop called for a total ban of dimethoate without further information relevant to this proposed decision.

	17
	Pesticide Action Australia
	The submission by Pesticide Action Australia called for a total ban of dimethoate without further information relevant to this proposed decision.

	18
	Confidential
	A submission in support of the proposed suspension.

	19
	Professor Kirsten Benkendorff
	Professor Benkendorff provided a summary of residue testing conducted on blueberries purchased in supermarkets.

	20
	Reproductive Health Australia
	The submission by Reproductive Health Australia supports the proposed suspension.

	21
	Confidential
	A submission calling for a total ban of dimethoate without supporting scientific information.

	22
	Confidential
	A submission supported the APVMA’s proposed decision without providing additional information.
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[bookmark: _Toc212631872]Submissions 1, 2, 5, 6, 10, 12, 13, 14, 15, 17, 21 and 22 
Submissions calling for a total ban of dimethoate without additional supporting information, both from stakeholders identified in Table 1 and from those who did not consent to publication of their submissions are noted.
[bookmark: _Toc212631873]Submissions 3, 11, 18 and 20
Several submissions supported the APVMA’s proposed suspension. Submission number 3 (Australian Organic Limited) also called on the APVMA to commence a full reconsideration of the registration of dimethoate, including consideration of the risks to pollinators.
[bookmark: _Toc212631874]APVMA response
Support for the APVMA’s proposed actions is noted. It is noted that dimethoate is listed as a priority for full reconsideration.
[bookmark: _Toc212631875]Submissions 4 and 8
The submissions by Berries Australia and Fresh Produce Group opposed the proposed suspension. Grounds for this were the potential for significant financial and operational impacts for berry growers, in particular related to the timing of the APVMA announcement of review immediately prior to peak blueberry harvest, conflicts between the proposed withholding period and typical harvest rotation, and limitations on interstate trade without effective treatment for Queensland fruit fly.
Berries Australia also provided the results of residue monitoring testing conducted on blueberries between 2020 and 2025, indicating that residues detected, if at all, do not exceed current MRLs.
The submission also called for a 2-3-day harvest withholding period as an interim compromise solution to reduce the risk.
[bookmark: _Toc212631876]APVMA response
The APVMA acknowledges that imposing an extended 14-day withholding period will affect the way that growers are able to use dimethoate and may have a financial impact. The APVMA is not able to consider these factors in determining whether a product meets the safety criteria.
Residue monitoring data supports the assertion that the risk posed to the consumer is low, however it is not suitable for completing a risk assessment because there is no information about essential parameters, such as whether the produce were treated with dimethoate, the rate of chemical used in any treatment and number of treatments or how long passed between treatment, harvest and sampling.
[bookmark: _Toc212631877]Submission 7 
The submission provided by FMC Australasia Pty Ltd presented technical information which argued that the APVMA should use a higher ARfD for risk assessment of dietary exposure, based on a physiologically based pharmacokinetic-pharmacodynamic (PBPK-PD) modelling. The submission argued that using an ARfD of 0.27 mg/kg bw (milligrams per kilogram of bodyweight), as opposed to the APVMA’s current ARfD of 0.02 mg/kg bw, would address any concerns related to dietary exposure.
[bookmark: _Toc212631878]APVMA response
The APVMA considered the argument put forward and the supporting information and reached the following conclusions.
The current acute reference dose (ARfD) for dimethoate used by the APVMA is 0.02 mg/kg bw based on a No Observed Adverse Effect Level (NOAEL) of 0.2 mg/kg bw/day (milligrams per kilogram of bodyweight per day) for inhibition of cholinesterase activity in whole blood at the next highest dose in a 14 to 57-day human volunteer study, with a 10-fold intraspecies safety/uncertainty factor. This remains appropriate and consistent with the most recent JMPR assessment that relies on a NOAEL of 2 mg/kg bw for AChE inhibition in studies in rats, using a safety factor of 100 and PMRA Canada used a NOAEL of 1.3 mg/kg/bw based on post-natal female pups from the comparative cholinesterase study was selected and applied a 100 fold uncertainty factor. 
The submission proposed that the APVMA should use a PBPK-PD model recently developed for US EPA assessment. The modelling proposal reduces the interspecies uncertainty factor from 10X to 1X. The model estimates scenario and age-specific human points of departure (PODs) based on the brain cholinesterase inhibition at a maximum level of 10%.
The proposed ARfD of 0.27 mg/kg bw is over 10X higher than the APVMA’s current ARfD and may be insufficient to protect against cholinesterase inhibition in humans, which has been reported at doses 0.42 mg/kg bw/day and higher.
Therefore, the APVMA will continue to use the current ARfD of 0.02 mg/kg bw to calculate the risk through dietary exposure for dimethoate products.
[bookmark: _Toc212631879]Submissions 9 and 16
The submissions provided by GeneEthics and Organic & Regenerative Investment Cooperative (ORICoop) call for a total phaseout of all dimethoate products and provide information related to toxicity of organophosphates generally.
[bookmark: _Toc212631880]APVMA response
The information provided in these submissions is not material to the proposed suspension as it does not allow refinement of the risk assessment for dietary exposure to dimethoate due to increased dietary consumption of blueberries, blackberries, and raspberries.
Additional information related to organophosphate toxicity and the potential for synergistic effects will be taken into consideration as part of the APVMA’s annual reassessment of priorities for future reconsideration.
[bookmark: _Toc212631881]Submission 19 
Professor Benkendorff supported the proposed suspension and also called for similar action for omethoate. Professor Benkendorff provided a summary the results of residue testing conducted on blueberries purchased in supermarkets which indicated detection of dimethoate below the current MRLs. The submission also indicates that omethoate and an unregistered chemical, thiometon, were detected in these samples. The submission also presented calculations related to the acceptable daily intake (ADI) for dimethoate and omethoate.
[bookmark: _Toc212631882]APVMA response
As discussed above in relation to submission 4, residue monitoring data is not suitable for completing a risk assessment because there is no information about essential parameters, such as whether the produce was treated with dimethoate, the rate of chemical used in any treatment and number of treatments, or how long passed between treatment, harvest and sampling. The quantity of residues detected do not indicate exceedances of the current MRL.
Omethoate is a metabolite (breakdown product) of dimethoate but is not registered for use on berries. The combined toxicity of these related chemicals is taken into account in determining whether dietary exposure will exceed either the short or long term acceptable levels.
The use of unregistered agricultural chemicals, such as thiometon, without a permit is illegal.
Assessment of the risk posed to people by dietary exposure to residues of agvet chemicals considers both short-term (acute) and long-term (chronic) exposure. Short term risk is assessed against the acute reference dose (ARfD), which is the quantity of a chemical that may be consumed in a single sitting or within a single 24-hour period without appreciable risk of harm. In contrast the long-term risk is assessed against the acceptable daily intake (ADI) which is the quantity of chemical that may be consumed every day for an entire lifetime without appreciable risk of harm. For further information on ADI and ARfD, please refer to the APVMA health based guidance values.
The APVMA has considered both the short and long-term exposure risks related to dimethoate using the methodology described in the residues and trade risk assessment manual and excerpted below for reference.
These assessments have taken into account the new information provided to the APVMA regarding consumption of blueberries, blackberries and raspberries.
The chronic (long-term) dietary exposure assessment using the National Estimated Daily Intake (NEDI) calculation against the ADI, which takes into account all potential sources of a chemical in food, found that the NEDI for dimethoate is acceptable at approximately 58% of the ADI.
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The acute dietary exposure assessment is the reason for the proposed suspension, and indicated that consumption of blueberries, blackberries and raspberries may exceed the ARfD.
[bookmark: _Toc212631883][bookmark: _Hlk212131466][bookmark: _Toc150433458]Excerpt from the APVMA Risk Assessment Manual, Residues and Trade
Published on the APVMA website at: https://www.apvma.gov.au/registrations-and-permits/data-guidelines/risk-assessment-manuals/residues-trade
[bookmark: _Toc212631884]Chronic dietary exposure assessment
[bookmark: _Ref63661283]The chronic dietary exposure to the active is estimated by the National Estimated Daily Intake (NEDI) calculation encompassing all registered/temporary uses of the active and the mean daily dietary consumption data derived primarily from the 2011–12 National Nutritional and Physical Activity Survey. The NEDI calculation is made in accordance with WHO Guidelines (IEDI) and is a conservative estimate of chronic dietary exposure to chemical residues in food.
Assessment is made as to whether the chronic dietary exposure is acceptable, where a NEDI calculation less than 100 per cent of the ADI indicates that chronic dietary exposure is acceptable.
[bookmark: _Toc150433459][bookmark: _Toc212631885]JECFA model diet for veterinary drug residues
For veterinary drugs, an additional method of chronic exposure assessment is undertaken. A model diet intended to cover high consumers of animal products is used by JECFA to determine that proposed MRLs for veterinary medicine residues would not result in the ADI being exceeded. The APVMA also uses the Estimated Dietary Intake (EDI) approach for chronic dietary exposure, which considers the median of residue distribution, when considering new MRLs for veterinary chemical products.
[bookmark: _Toc150433460][bookmark: _Toc212631886]Acute dietary exposure assessment
The acute dietary exposure is estimated by the National Estimated Short Term Intake (NESTI) calculation. The NESTI calculations are made in accordance with the deterministic method used by the JMPR (IESTI) with 97.5th percentile food consumption data derived primarily from the 2011–12 National Nutritional and Physical Activity Survey. NESTI calculations are conservative estimates of short-term exposure (24 hour period) to chemical residues in food.
A NESTI calculation is required when an ARfD has been established in Australia (or by JMPR, if it has not been considered in Australia) and the acute (short-term) exposure calculation should include the relevant commodities associated with the proposed MRLs. A separate calculation is conducted for children (two to six years) and the general population (two plus years). If an ARfD is only set for women of childbearing age then only one calculation for that cohort is conducted.
Assessment is made as to whether the acute dietary exposure is acceptable where a NESTI calculation is less than 100 per cent of the ARfD the acute dietary exposure is deemed acceptable for each commodity associated with the application.
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