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1. Introduction 
 
The National Registration Authority for Agricultural and Veterinary Chemicals 
(NRA) is an independent statutory authority with responsibility for the regulation of 
agricultural and veterinary chemicals in Australia.   
 
The Commonwealth, States and Territories established the National Registration 
Scheme for Agricultural and Veterinary Chemicals.  The NRA is responsible for 
administering and managing legislation established under the National Registration 
Scheme on behalf of the Commonwealth, States and Territories. 
 
The NRA operates under two key pieces of legislation: 
 
• Agricultural and Veterinary Chemicals (Administration) Act 1992 
• Agricultural and Veterinary Chemical Code Act 1994. 
 
The Agricultural and Veterinary Chemicals (Administration) Act 1992 established the 
National Registration Scheme in 1993.  It also set out the NRA’s role as an 
independent statutory authority undertaking the Commonwealth’s responsibilities 
under the scheme and provides the NRA with its full range of powers.  The 
Agricultural and Veterinary Chemicals Code Act 1994 (Agvet Codes) scheduled to 
the Act details the operational provisions for registering chemical products. 
 
The NRA’s role is to assess the safety and performance of products, determine 
whether their use is likely to jeopardise trade, and to regulate the supply of 
agricultural and veterinary chemicals onto the Australian market by approving the 
active chemical constituents, registering products and approving product labels.  The 
work of the NRA therefore protects the health and safety of people, animals and the 
environment, and supports Australian agriculture by allowing the supply of only 
approved crop protection and animal health products. 
 
As well as registering new agricultural and veterinary products, the NRA reviews 
older chemicals to determine whether they meet contemporary standards and, if 
necessary, change the conditions of registration or withdraw the chemical from the 
market. 
 
The NRA monitors agricultural and veterinary chemicals in the marketplace to ensure 
they are registered and conform to the standards set at registration. 
 
The NRA, in accordance with Section 31 of the Agvet Codes, has decided to 
reconsider (review) the approval of the active constituent methidathion, the 
registration of all products containing methidathion and the approval of associated 
labels as part of its Chemical Review Program. This review of methidathion stems 
from concerns over human health. 
 
 
1.1 Purpose of the Review Scope Document 
 
The purpose of the scope document is to outline the reasons for the review and to set 
the scope of the review.  



 5

The review scope document is prepared at the beginning of the review and includes an 
examination of the areas of concern, consideration of the available literature, and 
general information available in the public arena. It also includes an agricultural 
assessment, which is intended to give a clear picture of how the chemical is actually 
used in the field.  
 
The NRA has a policy of encouraging openness and transparency in its activities and 
community involvement in decision-making.  The publication of this scope document 
is a part of that process. 
 
All stakeholders can participate in consultative processes at different stages during the 
review. Details are presented in Section 5.2. 
 
 
1.2 Reconsideration of registrations and approvals related to 
agricultural and veterinary chemicals 
 
A significant proportion of the agricultural and veterinary chemicals used in Australia 
were registered many years ago, some as far back as the 1950s, under earlier 
arrangements in States and Territories.  Since those times, assessment standards have 
changed as a result of continuing research and experience.  The uses of products and 
application techniques have also evolved and in some cases, current use practice is 
different to the information on the registered labels.  For some of these older 
chemicals, new information from overseas regulatory agencies brings to light 
concerns about health and environmental issues.  
 
One of the functions of the NRA is to ensure that older chemicals satisfy current 
standards of safety and that the use patterns and advice on labels is accurate and up-
to-date.  
 
Section 31 of the Agricultural and Veterinary Chemicals Codes, accords statutory 
powers to the NRA to reconsider the approval of active constituents, the registration 
of chemical products or the approval of labels associated with the products. The basis 
for initiating a review is whether the NRA is satisfied that the requirements prescribed 
by the Agvet Codes for continued approval or registration are being met.  The 
prescribed requirements are that the active constituent or product: 
 
• would not be an undue hazard to the safety of people exposed to it during its 

handling or people using anything containing its residues; 
• would not be likely to have an effect that is harmful to human beings; 
• would not be likely to have an unintended effect that is harmful to animals, plants, 

things or to the environment; and 
• would not unduly prejudice trade or commerce between Australia and places 

outside Australia; 
and 
• the continued use of the product in accordance with the recommendations for its 

use that the NRA has approved would be effective according to criteria determined 
by the NRA for the product; and 
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• the label would contain adequate instructions relating to the matters referred to in 
paragraph 14(3)(g) of the Agvet Codes. 
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2. Reasons for the reconsideration of the approvals 

 and registrations related to methidathion 
 
Methidathion is an organophosphorus (OP) pesticide. OPs, as a group of pesticides, 
are of concern to not only to the Australian regulatory body NRA, but also to 
regulatory authorities worldwide, due to their potential high acute and chronic 
toxicity.  
 
The toxic effects of OPs fall into four main groups: 
• Acute (short-term) effects of acetylcholinesterase inhibition (the acute syndrome).  
• Delayed effects following inhibition of acetylcholinesterase (the intermediate 

syndrome) 
• Delayed neuropathy 
• Chronic organophosphate induced neuropsychiatric disorder. 
 
The signs and symptoms of OP toxic effects include headache, hypersecretion, muscle 
twitching, nausea, diarrhoea, respiratory depression, neuropsychological disorders, 
seizure, loss of consciousness. For further details on the toxic effects and toxicity 
mechanisms of OPs, please refer to publications 3,4,5,6,8,9 and 11. 
 
There is a wide range of toxicity in OPs and wide variation in their absorption. An 
understanding of the toxicity of individual OP is necessary for proper management of 
its use. The toxicology of methidathion was last evaluated in Australia in 1989.  The 
toxicology database for methidathion is quite old. Currently, there is no Acute 
Reference Dose (ARfD)1 established for methidathion in Australia. In addition, the 
suitability of the current acceptable daily intake (ADI)2 for methidathion needs to be 
examined. More recent toxicity studies will establish an ARfD and clarify the 
neurotoxicity potential of this chemical. Newer studies will also be useful to 
reconsider the suitability of the current Australian ADI. 
 
In view of its high acute toxicity, the Joint FAO/WHO Meeting on Pesticide Residues 
(JMPR) reviewed the toxicology of methidathion in 1997 to establish an ARfD.  
 
Methidathion is potentially high risk for acute and chronic poisoning. It is presently in 
Schedule 7 of the Standard for the Uniform Scheduling of Drugs and Poisons 
(SUSDP). There are no lower Schedule entries to accommodate dilute preparations. 
Methidathion is placed in similar category internationally. It has been classified as 
highly hazardous by the World Health Organisation (WHO), highly toxic by the US 
Environmental Protection Agency (US EPA) and as very toxic by the European Union 
(EU).  
 
Worldwide, there have been reports of human poisoning with methidathion (10, 12). 
According to the California Department of Food and the Agriculture and Poison 

                                                 
1 The acute reference dose is an estimate of the amount of the chemical in food or drinking water that 
can be ingested over a short period of time, without appreciable health risk to the consumer. 
2 The acceptable daily intake (ADI) for humans is considered to be a level of intake of a chemical that 
can be ingested daily over an entire lifetime without any appreciable risk to health. 
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control Centre data for pesticide handlers and workers, when used alone, methidathion 
ranked third highest in number of poisoning incidents and health care referrals. 
 
Methidathion is one of the active constituents selected for review under the EU 
Review Program.  
 
The US EPA has recently issued an Interim Reregistration Eligibility Decision 
(IRED) for methidathion (14). The IRED identified some concerns for workers who 
mix, load and apply methidathion to agricultural sites. To mitigate risks of concern 
posed by the use of methidathion, the US EPA has decided on a number of label 
amendments to address the worker concerns. We note that crop specific re-entry 
intervals determined US-EPA differ significantly from those indicated on current 
labels for products used in Australia. It is also noted that some uses and situation may 
differ from those in Australia and therefore immediate inferences may not be possible. 
 
Recent reports (1, 7) indicate that methidathion causes peripheral neuropathy, 
characterised by hyporeflexia and distal hypoaesthesia, and neuroleptic malignant- like 
syndrome.  The Therapeutic Goods Administration (TGA) of the Department of 
Health and Ageing,  has advised the NRA that the issue of whether methidathion 
inhibits the enzyme neuropathy target esterase (NTE) needs to be examined in detail. 
(TGA is NRA’s principal advisor on human health matters). Inhibition of NTE 
appears to result in a particular form of delayed neuropathy (2, 10) 
  
In view of the above information, and in accordance with Section 31 of the Agvet 
Codes, the NRA has decided to examine whether the requirements prescribed by the 
Agvet Codes for continued approval of the active constituent methidathion, for 
continued registration of the products containing methidathion and for continued 
approval of the associated label(s), are complied with. (The prescribed requirements 
are described in 1.2) 
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3. Use of methidathion in Australia 

 
The NRA carried out an agricultural assessment of methidathion  with input from 
product registrants, consultants and user groups.  The agricultural assessment provides 
information on how the chemical is used and its importance to agricultural production, 
and helps to identify any areas of potential issues.  
 
3.1 Registration status 
 
Currently there are three products containing methidathion registered in Australia by 
three registrants. There are two Australian active constituent  approval holders with 
two sources of technical grade methidathion and one source of methidathion 
manufacturing concentrate approved.  For further details of the approvals and 
registrations, see Tables 1 and 2. 
 
Table 1  The active constituent approvals of methidathion that are to be reconsidered  
 
Approval 
number 

Active constituent Approval holder 

51936 Methidathion  Makhteshim-Agan (Aust) Pty Ltd 

44104 Methidathion Syngenta Crop Protection Pty Ltd 

44105 Methidathion 
manufacturing 
concentrate 

Syngenta Crop Protection Pty Ltd 

 
Table 2   The product registrations of methidathion that are to be reconsidered 

 
Registration 
number 

Product name Formu-
lation 
code 

Company Pack sizes 
(L) 

41780 Suprathion 400 EC Insecticide EC Makhteshim-Agan 
(Aust) Pty Ltd 

25  

33041 Supracide 400 Emulsifiable 
Concentrate Insecticide 

EC Syngenta Crop 
Protection Pty Ltd 

1, 5,10, & 20 

53394 Davison Suprathion 400 EC 
Insecticide 

EC Nufarm Australia 
Ltd 

5, 10, 20, 25, 
110, 200, 500, 
&1000 

 
Any new registrations and approvals in relation to methidathion granted since the 
reconsideration of methidathion was announced (NRA Gazette, May 2002), are 
subject to the relevant outcomes of this reconsideration. The NRA will take steps to 
apply the outcomes of the reconsideration to the registration/approval as it thinks fit. 
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3.2 Usage 
 
In Australia, products containing methidathion have been registered since the early 
1970s, as insecticides/acaricides for use on mostly fruit and vegetable crops. 
Methidathion is a non-systemic chemical, with contact and stomach action. It has a 
relatively long residual insecticidal activity (3-5 weeks activity has been recorded). 
The crops and corresponding pests as indicated on labels of the registered products 
containing methidathion are presented in Table 3. 
 
Table 3.  Uses indicated on the labels of current ly registered products containing 
methidathion. 
 
Crop Pests  

Apples, Pears, Stone Fruit, 
(including Apricots)* 

Lightbrown apple moth, Codling moth, Woolly 
aphid, Two-spotted (Red spider) mite, 
Mealybugs, San Jose scale, Grapevine scale  

Avocados Redbanded thrips, Banana-spotting bug, Latania 
scale, Monolepta beetle, Fruitspotting bug  

Beans Aphids 

Brassicas, Broccoli, Brussels 
Sprouts, Cabbages, Cauliflower, 
Kale, Kohlrabi* 

Cabbage aphid, Cabbage white butterfly, 
Diamondback (Cabbage) moth, Green peach 
aphid 

Capsicums Melon thrips, Western flower thrips 

Citrus Bugs, Bronze orange bug, Citrus gall wasp, 
Black citrus aphid, Citrus leafminer ,Citrus 
mealybug, White wax scale, Circular black 
scale, Long soft scale, Pink wax scale, Purple 
scale, Red scale, Soft brown scale, Spined citrus 
bug, White louse scale, Green coffee scale, 
Pulvinaria scale, Hemispherical scale, 
Blastobasid fruitborers, Sorghum head 
caterpillar, Cottony citrus scale 

Coffee, Coffee - Non-bearing* Green coffee scale, Mealy bug 

Cotton Mites  

Cucurbits Melon thrips, Scale insects 

Custard Apples Fruitspotting bug, Brown olive scale, Long soft 
scale, Soft brown scale, Mealy bug, Nigra scale 

Eggplant Aphids, Leafhoppers, Melon thrips 

Garlic Onion (Cotton seedling) thrips 
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Table 3 contd. 
Crop Pests  

Grapes Grapevine scale, Grapevine moth, Long tailed 
mealy bug, Light brown apple moth, Common 
auger beetle, Vine weevil, Elephant weevil, Fig 
longicorn 

Lettuce Aphids, Western flower thrips 

Longans Scale insects 

Lychees Green coffee scale, Green shield scale, Long soft 
scale, Soft scales 

Macadamias Macadamia felted coccid, Fruitspotting bug, 
Macadamia leafminer, Macadamia mussel scale, 
Macadamia nutborer, Macadamia twig-girdler, 
Macadamia white scale, Banana spotting bug, 
Black citrus aphid, Fruitspotting bug, Brown 
olive scale, Pink wax scale, Soft brown scale, 
White wax scale, Long soft scale, Longtailed 
mealybug, Hibiscus Mealybug, Latania scale 

Mangoes Fruitspotting bugs, Mango leafminer, Mango 
scale, Mango seed weevil, Mango tipborers, 
Pink wax scale, Leafminer 

Olives Black (Brown olive) scale, Olive parlatoria 
scale, Red scale, Scale insects 

Onions – Bulb Onion (Cotton seedling) thrips 

Ornamentals, Nursery Crops, 
Orchids, Tolerant Trees, Shrubs, 
Flowers – Seedlings, Gardens – 
Public/Parks, Vegetables – 
Seedlings, Forests – Timber 
Production* 

Orchid beetle, Orchid scale, Leafminers, Leaf 
hoppers, Grasshoppers, Cymbidium scale, Black 
scale, Plant bugs ,Slugs, Sawflies, Soft scales, 
Thrips, Scale insects, Psyllids (Lerps), Weevils, 
Snails, Cutworms, Armyworms, Western flower 
thrips, Caterpillars, Oleander (Ivy) scale, Melon 
thrips 

Passionfruit Mealy bug, Red scale, Other scale insects, 
Hemispherical scale 

Cereals, Pastures, Forage Crops, 
Lucerne, Oilseeds, Lupins* 

Blackheaded pasture cockchafer, Blue oat mite, 
Cowpea aphid, Lucerne leafroller, Sitona weevil, 
Spotted alfalfa aphid, Redlegged earth mite, 
Bluegreen aphid, Southern armyworm, Lucerne 
flea, 

Peas Aphids, Loopers 

Peppers Melon thrips, Scale insects 

Potatoes Loopers, Rutherglen bug 
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Table 3 contd. 
Crop Pests  

Rice Common armyworm 

Sunflowers Grey cluster bug, Rutherglen bug 

Tomatoes Aphids, Cutworms, Leafhoppers, Tomato mites, 
Onion (Cotton seedling) thrips , Rutherglen bug 
Western flower thrips 

Turf Couchgrass mite, Couchgrass scale, Couchtip 
maggot, Mealybugs, Argentine stem weevil 

• Note:  Where Crop / Situations have been grouped, pests may only be applicable to one of the 
Crop / Situations listed. 

 
 
The estimated crop-wise use of methidathion is presented in Table 4 below.  
 

Table 4.  Usage of methidathion by crop 
 

Crop Volume (L) Quantity 
(kg) 

Use 

(%) 

Citrus 20,000 8,000 22.2 

Grapes   5,000 2,000 5.6 

Macadamia nuts 10,000 4,000 11.1 

Mangoes 20,000 8,000 22.2 

Pastures/cereals/legumes 20,000 8,000 22.2 

Tree crops   5,000 2,000 5.6 

Various vegetables 10,000 4,000 11.1 

Totals 90,000 36,000* 100 

The active constituent returns for methidathion for 1998-99 record 66,880 kg imported 
 

 
3.3 Methods of application 
 
Aerial Application 
Methidathion may be applied by aerial application in grapes, and cereals, pastures, 
forage crops, oilseed crops, Lucerne and cotton.  As indicated below, these uses 
account for approximately 28% of methidathion applied.  Not all methidathion 
applied to these crops would be applied by aircraft.  In fact, it is likely that the 
majority of methidathion applied to grapes will be applied by concentrate sprayers (air 
blast or air shear).  In addition, large, high speed ground rigs are accounting for larger 
portions of spray application to broadacre crops because of environmental and public 
health concerns. 
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Ground application – high volume (dilute) boom spray 
This type of application is favoured on vegetable and ornamental field crops.  
However, it should also be noted that significant areas of citrus are still treated using 
vertical, oscillating booms.  In addition, as noted above, significant areas of field 
crops (particularly cotton) and pastures are being sprayed using large, high-speed 
boom sprayers.  Thus, it could be expected that 15 % – 20 % of methidathion would 
be applied by this method. 
 
Ground application – low volume (concentrate) spray 
This method of application is likely to be the method of choice for use in tree and vine 
crops.  Clear instructions for converting dilute (high volume) rates to concentrate 
spraying rates are provided on the labels of the registered products.  Volumes applied 
per hectare will vary with the growth stage of the trees / vines and the density of the 
respective canopies.  It would be expected that the majority of methidathion applied to 
mango, macadamia, citrus, pome fruit, stone fruit, avocados, coffee and custard apples 
would be applied in this way.  This accounts for approximately 60% of methidathion 
applied. 
 
Hand wand with trailer / utility mounted tank and pump 
This method of application is used in large scale nurseries and also in parks and 
gardens and forestry situations.  It is simply a form of hand spraying which does not 
require the operator to carry the spray solution. 
 
Back pack / knapsack sprayer 
The only crops with specific recommendations for use of back pack / knapsack 
sprayers are vegetable crops.  However, information from the nursery industry 
suggests that it is likely that this method is also used for ornamentals in nurseries and 
for field grown ornamentals. 
 
Rates of use for aerial application of methidathion vary between 90 mL – 1.4 L/ha, 
with the majority of uses requiring more than 650 mL/ha. For high volume (dilute) 
ground application, rates of use specified vary between 65 mL –125 ML/100L water, 
with rates of 25 mL – 30 mL/100 L water specified for use in integrated pest 
management citrus orchards. Most directions indicate that a repeat spray may be 
necessary, although where it is to be used in conjunction with integrated pest 
management situations in citrus, a single application per season at a reduced rate is 
recommended.  In addition, spraying at 21 day intervals ‘as required’ is specified for 
pome fruit.  However, ‘program’ spraying, where insecticides are applied on a 
schedule whether or not the pests are know to be present is not recommended.  It 
would be expected therefore that overall use of the chemical would be reducing. 
 
3.4 Efficacy 
 
Methidathion is an organophosphorous chemical. Organo-phosphorous chemicals are 
valuable both in terms of resistance management and integrated pest management 
(IPM).  They provide different chemistry, which can be applied in a rotation with 
other chemical groups to extend the useful life of all chemicals.  They are especially 
useful to control ‘escapes’ from IPM where pest populations outstrip the capacity of 
the natural predators and ‘soft’ chemical control options to control them. 
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Significant quantities of this chemical are used in citrus, mango, macadamia, pasture, 
cereal and legume production in Australia. Information available indicates that 
methidathion is still efficacious for the purposes claimed. Registrants advise that they 
do not have any information on any reduction in efficacy, and have not received any 
complaints from users in relation to failure to control nominated pests. 
 
However, it should be noted that methidathion has harmful effects, not only on pests, 
but also on beneficial insects.  
 
Methidathion is very effective for the control San Jose scale on apples and stone fruit. 
A number of growers in Queensland still use the chemical (although the numbers are 
decreasing) at the greentip or budswell stage in combination with winter oil. In the 
Goulburn Valley in Victoria, which produces more than 80% of the nation’s apples 
and pears, use of methidathion is rare. This is likely to be the result of the move 
toward IPM options for pest control in pome and stone fruit in this region. Since the 
insecticide is harmful to predatory mites and other predators, it is not used as widely 
as it was 10 or 15 years ago.  Usage is unlikely to increase in the Valley. 
 
Methidathion is disruptive to IPM strategies in brassicas. Although the chemical is 
effective and used for control sucking insects in vegetables, because it is a broad 
spectrum insecticide it is not compatible with IPM control options being developed 
for use in the vegetable industry. 
 
3.5 Phytotoxicity 
 
A label warning in relation to use on stone fruit has been included in the Critical 
Comments for apples, pears, stone fruit – dormant treatment.  This warning reads 
“DO NOT apply to stone fruit after the dormant period as partial defoliation of some 
varieties may occur.” 
 
3.6 Pest resistance to the chemical 
 
Although some pest resistance to methidathion has been reported, it is of a low level 
and only in a limited number of pests.  This situation is similar to that reported 
overseas where resistance in about a dozen pest species (compared to approximately 
126 for maldison for example) is reported in the USA. 
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4. Scope of the review 

 
Most horticultural industries are moving towards an integrated pest management 
(IPM) approach to control of pests.  Considerable research effort continues to be 
directed towards establishing economic thresholds in various crops, as well as 
selecting insecticides which will complement as far as possible, natural control of 
pests.  Every effort is therefore made to select insecticides, which control the pest 
species but have a reduced effect on populations of beneficial insects. 
 
As an organophosphate chemical, methidathion does not easily fit into current trends 
of agricultural pest control involving integrated pest management.  It is a broad 
spectrum insecticide which destroys both pests and beneficial species. In this regard, 
it can be used to bring IPM ‘escapes’ under control so that the integrated control can 
be re-established. However, there is some evidence that it may not be as hard on 
beneficials as other organophosphate insecticides. For example, rate of use and 
associated directions in the context of IPM for citrus are indicated on the product 
labels. 
 
Methidathion is associated with IPM strategies being developed for minor and 
emerging tropical and sub tropical fruit crops. Recommendations for IPM in crops 
such as coffee, passion fruit, custard apple, avocados, mangoes, macadamias, cashews 
and herbs include methidathion, mostly with a number of other organophosphate 
chemicals, for some part of pest control in their production.  It is particularly 
important for scale control in many crops and also as a dual scale/fruitspotting bug 
control in this context.   
 
There is also some evidence that farmers are moving away from use of methidathion 
and other Schedule 7 poisons because of possible health hazards associated with their 
use. Several alternative chemicals are currently registered for some or all of the 
registered uses for methidathion in Australia. These chemicals include trichlorfon, 
maldison, dimethoate, methamidophos and chlorpyrifos. Their mention here does not 
necessarily mean that they are safer, or more acceptable than methidathion. Some of 
these chemicals are subject to review. Levels of insect resistance to some of these 
chemicals are also high and phytotoxicity is a problem in some cases as well.  
 
Despite the increasing uptake of IPM strategies, and farmers’ preference for less 
hazardous chemicals, methidathion still has a substantial place in Australian 
agriculture, particularly in the production of citrus, mango, macadamia and some 
emerging tropical and subtropical fruit crops. Thus, there is potential for human 
exposure to methidathion during use or through the presence of the chemical in food 
and in the environment. The NRA, therefore, has decided to examine whether the 
requirements prescribed by the Agvet Codes for continued approval of the active 
constituent methidathion, for continued registration of the products containing 
methidathion and for continued approval of the associated label(s), are complied with. 
(The prescribed requirements are described in 1.2) 
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4.1 Direction and scope of the review 
 
Humans could potentially be exposed to methidathion via occupational use, 
consumption of food containing residues, residues in the environment or accidental 
poisoning. 
 
This review will focus on the toxicology of methidathion. The toxicology database for 
methidathion is quite old. The current Australian ADI for the chemical needs to be 
reviewed using newer toxicity studies. More recent studies on toxicity and 
neurotoxicity are expected to establish an ARfD and clarify the neurotoxicity potential 
of methidathion. 
 
The toxicology review may result in new findings of relevance to occupational safety 
and residues in food. In that event, a review of occupational health and safety, and 
residue aspects may be required. 
 
Based on the findings of toxicology review, the NRA will examine if the labels 
associated with methidathion products contain adequate instructions relating the 
matters described in Section 14(3)(g) of the Agvet codes. Current labels for registered 
products containing methidathion indicate the significance of the hazardous nature of 
methidathion and recommend that the product be used only with the comprehensive 
personal protective equipment (PPE) indicated.  Re-entry intervals are also specified 
on some labels. 
 
An assessment of the environmental impacts of methidathion is not deemed necessary 
at this stage. This is based on the fact that despite its high acute toxicity to terrestrial 
vertebrates, there are only a few documented mortalities of non-target organisms . The 
outcomes of the assessment of other organophosphates with similar use patterns also 
lend further support for not reviewing the environmental impacts at this stage.  The 
possibility of environmental assessment will be reviewed should new information 
become available. 
 
As a part of developing this scope document, the registrants of products containing 
methidathion were requested to provide a list of all toxicological studies on 
methidathion held by them. The NRA will examine these studies as well as published 
scientific papers, assessments by overseas regulatory bodies and the TGA’s archival 
holdings on this chemical.  
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4.2 NRA’s obligations 
 
If the NRA proposes to reconsider the approval of an active constituent, the 
registration of a product or the approval of a label, the NRA is required under section 
32(2) of the Agvet Codes to notify interested persons (approval holders or registrants) 
in writing of the proposed reconsideration.  In such a notice the NRA is required to 
request the interested person to submit to the NRA any information of which the 
interested person is aware and which is relevant to the reconsideration.  The NRA 
may also, under section 32(1) publish a notice of the reconsideration.  Such a notice 
would usually be published in the NRA Gazette.   
 
Once the reconsideration has been conducted, if the NRA is satisfied that continued 
use of the active constituent or product in accordance with NRA-approved 
recommendations for use would not be an undue hazard to the safety of people or be 
likely to have an effect that is harmful to people, animals, plants, things, the 
environment or Australia’s trade, the NRA must, under section 34(1) of the Agvet 
Codes, notify the interested person in writing affirming the active approval or product 
registration.  If a notice was published in the NRA Gazette under section 32(1) of the 
Agvet Codes, the NRA must publish a second notice stating that the active approval 
or product registration has been affirmed.   
 
If the NRA is satisfied that the conditions of registration or approval can be varied so 
that continued use would not be an undue hazard to the safety of people or be likely to 
have an effect that is harmful to people, animals, plants, things, the environment or 
Australia’s trade, the NRA must under sections 34(4) and 34(5) of the Agvet Codes 
vary the conditions of approval or registration and notify the interested person of its 
decision, giving reasons.   
 
Under section 40 of the Agvet Codes, the NRA may cancel the approval of an active 
constituent or the registration of a product if it is not satisfied that the conditions of 
approval or registration can be varied so that continued use would not be an undue 
hazard to the safety of people or be likely to have an effect that is harmful to people, 
animals, plants, things, the environment or Australia’s trade.   
 
Under section 32(5) of the Agvet Codes, the NRA must take into account any 
submissions made in response to a notice in the NRA Gazette, or a letter to an 
interested person.   
 
Under section 59 of the Agvet Codes, information submitted by a registrant or 
approval holder to the NRA under section 32(2) of the Codes becomes protected 
information and the NRA must not use the information to support the continued 
registration of another registrant’s product(s) or another approval holder’s active 
constituent(s) without the two parties notifying the NRA that they have agreed to the 
amount of compensation to be paid, if any.   
 
 
4.3 Call for submissions 
 
The NRA has published a notification in the NRA Gazette of May 2002 announcing 
the reconsideration of approval(s) and registration(s) related to methidathion. 
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Interested parties are invited to make a submission to the NRA setting out their views 
on whether or not the approvals and registrations of methidathion should continue in 
the present form. Submissions should reach the NRA by 4 June 2002. Submissions 
can be sent either by email to chemrev@nra.gov.au or by mail to: 
 
Chemical Review 
National Registration Authority 
P.O. Box E240 
KINGSTON  ACT  2604 
 
 
4.4 Data call-in 
 
The NRA will contact the registrants directly to obtain data.  Under section 32(2)(b) 
of the Agvet Codes, the registrants are obliged to provide the data (For details, see 
Appendix 1). Since the data sets are already identified and acknowledged as available, 
in consultation with the registrants, it is determined that eight weeks from the date of 
notice is ample for the registrants to provide the data. 
 
The review process may reveal data gaps that cannot be identified now. Should there 
be a need for additional data, the registrants will be required to provide defined data.  
Other stakeholders will also be informed of those data requirements. The review 
findings will be based on the available data and thus the outcomes of the review will 
depend on the data in hand.  
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5. Subsequent review stages 

 
5.1 Data assessment 
 
The toxicity data will be assessed by the TGA, a consulting agency of the NRA.  
After assessing the data, the TGA will advise the NRA of the recommendations. 
Based on the findings, the review may be extended to cover occupational health and 
safety, and residue aspects. Relevant data will be assessed by the National 
Occupational Health and Safety Commission (NOHSC), and the NRA. 
 
The NRA will then assess the use of methidathion taking into account the TGA 
assessment, the use profile of the chemical and submissions from stakeholders and the 
public. It will also draw on the overseas hazard assessments.   
 
After the assessment phase is completed, risk management options, required to 
implement the outcomes of the review, will be developed by the NRA through 
consultation with the relevant stakeholders. It will prepare a draft summary of the 
outcomes of the review and seek comments from stakeholders.  
 
There are three possible outcomes of a review. 
 
• the NRA is satisfied that the chemical under review continues to meet the 

prescribed requirements for the initial approval or registration and confirms the 
approval or registration; 

 
• the NRA is satisfied that the conditions to which the approval or registration is 

currently subject can be varied in such a way that the requirements for continued 
approval or registration will be complied with, and varies the conditions of 
approval or registration; and 

 
• the NRA is not satisfied that the prescribed requirements continue to be met and 

suspends or cancels the approval or registration. 
 
 
5.2 Consultation 
 
From initiation of the review through to the implementation of the review outcomes, 
the NRA will consult the relevant stakeholders and interested parties (see Table 5). It 
will solicit comments from relevant stakeholders and public on the drafts of review 
scope, and review summary before finalising the documents. It will also seek input 
from the relevant stakeholders in developing the risk management plan and 
implementation of the review. 
 
The draft of the review summary along with proposed recommendations and the risk 
management plan will be made available to the stakeholders and public through the 
NRA website or direct communication. A minimum of four weeks will be allowed for 
the stakeholders and the public to comment on the draft. 
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5.3 Announcement of the review outcomes 
 
The review document will be finalised after considering the comments, and making 
suitable amendments to the draft. The outcomes of the review will be announced in 
the NRA Gazette.  Major stakeholders will be notified by direct writing. 
 
5.4 Dissemination of the review outcomes 
 
The review findings and recommendations will also be made available on the NRA 
website (http://www.nra.gov.au).  If deemed necessary, the NRA, in consultation with 
registrants, will prepare and print outcome dissemination material and co-ordinate its 
distribution by registrants at the point of sale. 
 

Table 5.  Stakeholders and topics for consultation 
 

Stakeholder Mode of 
communication 

Topics for consultation 

 

1. User organisations  

 

 

Direct 
correspondence, 
notifications in the 
NRA Gazette and 
notifications on the 
NRA website. 

 

Use patterns of methidathion, good agricultural 
practices, alternative control measures, label 
requirements, impact of the outcomes of the 
review and risk management and information 
dissemination 

2. Registrants of the 
chemical 

 

Direct 
correspondence, 
notifications in the 
NRA Gazette and 
notifications on the 
NRA website. 

Toxicity data, use patterns of methidathion, 
sale volume, company’s assessments and  
assessments by overseas regulatory bodies, 
information dissemination, and label 
requirements 

3. State Government 
Departments  

 

Direct 
correspondence 

Use patterns of methidathion, State Govt. 
mechanisms which regulate the chemical, 
review scope, label requirements, impact of the 
outcome of the review and risk management 

4. Consulting agencies 
of the NRA 

Therapeutic Goods 
Administration; National 
Occupational and Safety 
Commission 

Direct 
correspondence 

Assessment of methidathion toxicity, review 
scope, label requirements, impact of the 
outcomes of the review and risk management 

5. Nominators  Notifications in the 
NRA Gazette and 
notifications on the 
NRA website. 

Impact of the outcomes of the review and risk 
management 

6. The public Notifications in the 
NRA Gazette and on 
the NRA website 

Any questions and concerns that they wish 
NRA to consider for the review   
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Consultations include the  parties indicated in Table 5, but are not necessarily limited 
to them. Where necessary, meetings will be arranged to facilitate effective 
consultation. While the stakeholders will be consulted about the corresponding topics, 
the consultations will not necessarily be limited to these topics. 
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