
 

 

                                             

PEST COMMITTEE MEETING OF 30 AUGUST 2018 

 

PUBLIC HEARING 

 

EU AUTHORISATION PROCEDURE FOR PESTICIDES - COMPARATIVE 

ANALYSIS OF AUTHORISATION PROCEDURES IN OECD COUNTRIES 

 

PREPARATORY QUESTIONS 

 

In the context of the PEST Committee meeting of 30 August, an exchange of views will 

take place to give Members an insight into the authorisation procedure for pesticides in 

Australia, Canada and California. To prepare for this exchange of views, political groups 

have submitted the following questions. These questions, which address many of the topics 

at stake, should be answered in writing beforehand. 

 

Overview:  

Australia notes that the European Union (EU) takes a hazard-based regulatory approach to 

assessing pesticides (agricultural chemicals). This means that agricultural chemicals are 

assessed primarily on the intrinsic potential for harm (hazard), rather than the likelihood that 

harm may arise from the approved use and safety precautions for the agricultural chemical 

(risk).  

 

It is correct that agricultural chemicals, like industrial and other chemicals, may be 

hazardous and have the potential to cause harm. Australia’s regulatory system therefore has 

regard to the potential risk posed by agricultural chemicals and adopts a risk and science-

based approach to use.  

 

Australia’s system for regulating agricultural chemicals is a shared responsibility between 

the Australian and state and territory governments. The Australian Pesticides and Veterinary 

Medicines Authority (APVMA) is the independent Australian Government agency that 

regulates agricultural chemicals up to and including the point of supply. State and territory 

governments have regulatory responsibility after products are supplied for use. This 

includes the storage, use and possession of agricultural chemicals.  

 

The APVMA is responsible for registering agricultural chemicals before they can be 

supplied in Australia. The legislated process for registering agricultural chemicals, as set out 

in the Agricultural and Veterinary Chemicals Code Act 1994 which specifies that the 

APVMA can only register an agricultural chemical if it is ‘satisfied’ that an agricultural 

chemical is safe, effective, will not unduly prejudice Australia’s trade of commodities and 

the label for the product contains adequate information to ensure its safe and effective use. 

The APVMA uses the latest scientific developments, alerts from overseas regulators, or any 

other relevant information, including health and environmental information, when assessing 

an agricultural chemical for registration.  

 

Australia acknowledges the risks posed by the misuse of agricultural chemicals to human 

health and the environment. Legislation regulating the supply of agricultural chemicals 

recognises that the health and safety of human beings, animals and the environment is the 

first priority of the system for regulating chemical products and their constituent 

components. The legislation must also be implemented in a manner that promotes 

community confidence in the regulation of chemical products and their constituent 

components. Assessment processes are open and accountable, and provide opportunities for 
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public involvement and participation. This provides the context in which chemicals can be 

used safely, to enhance the productivity of our agricultural sector, and protect our 

communities from pests and diseases. 

 

Questions to all experts: 

 

1. Could you provide a general overview on the approval/authorisation procedure for 

plant protection active substances and products in your country? Particularly, are the 

approval of active substances and the authorisation of products separated or bundled 

in one step? Is there a separation of risk assessment and risk management in place? If 

no, can you please explain why?  

Australian legislation allows for the approval of an active constituent and registration of a 

product to occur separately or, within an individual application (i.e at the same time).  

The assessment and approval of an active constituent is conducted to the level of the 

individual source/site manufacturer.  

 

For novel active constituents being submitted for the first time the assessments of both the 

approval of the active constituent and registration of the product often occurs concurrently 

(i.e. bundled into the same submission, assessed and approved/registered concurrently). For 

registration of a product containing an already approved active constituent assessments are 

only conducted for the product.  

 

Active constituents are assessed against the safety criteria. Chemical products are assessed 

against safety, efficacy, trade and labelling criteria. 

 

In assessing a product for registration, the APVMA must be satisfied that the label meets the 

labelling criteria as outlined in legislation. That is the label contains adequate information 

to ensure the safe and effective use including appropriate directions for use and associated 

warnings and precautions for operators, the general public and the environment. 

 

In assessing the trade criteria the APVMA considers if commodities treated with the 

product, or livestock which have consumed the product, or by products of either, would not 

contain residues that would contravene residue limits in Australia’s major export 

destinations. If the risk of residues cannot be mitigated, the product cannot be registered in 

Australia. Examples of mitigation strategies can include longer withholding periods in the 

treated commodity or through establishing slaughter intervals for livestock fed treated 

commodities. 

 

When assessing active constituents and products the APVMA undertakes both risk 

assessment and risk management as part of its assessment processes. In assessing active 

constituents and/or products, the APVMA operates two scientific programs. The Scientific 

Assessment & Chemical Review Program (SACR) and the Registration Management and 

Evaluation Program (RME).  

APVMA scientific staff within the SACR program conduct technical assessments in each 

discipline of chemistry & manufacture, toxicology, environment, residues, efficacy and 

target safety. Scientific assessment teams within the SACR program provide detailed 

assessment reports and recommendations to the RME program. The RME program then 

determines whether the risks associated with the proposed use(s) can be appropriately 
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managed or mitigated (including through label modifications and/or additions by the 

applicant and as necessary further liaison with SACR).  

Post registration, Australian state and territory governments also conduct risk management 

to ensure legal use requirements are adhered to. 

To summarise: 

 

1. An active constituent will only be approved if the APVMA is satisfied of the safety 

criteria (approval is required for each source/site of manufacture) 

2. An agricultural chemical product will only be registered if the APVMA is satisfied 

that the product meets the safety, efficacy and trade criteria, and labelling criteria. 

3. Both processes (1 or 2 above) may be undertaken separately or concurrently, 

4. Risk assessment and risk management is undertaken by: 

a. specialist disciplinary teams within APVMA who conduct risk assessment, 

b. registration management teams within APVMA finalise the risk assessment 

and management via approval of the product label, and 

c. state and territory governments undertake post registration risk management 

in their jurisdiction to ensure use meets legislative requirements. 

 

2. In your opinion, is it scientifically justifiable to assess separately active substances 

and formulated products? This separation exists in EU rules. Does it also exist in your 

country? 

Yes.  As per the response to question 1, Australian legislation provides for the approval of 

an active constituent and registration of a product to occur concurrently or separately. 

3. How long does the evaluation/re-evaluation process take? Which criteria are used? 

Who ask for a re-evaluation? Who meets the costs of evaluation and re-evaluation?  

What is the average cost of evaluation and re-evaluation? 

The evaluation timeline in Australia varies depending on how novel the active constituent/s 

is and how the product will be used. Timeframes are typically between three and eighteen 

months. A combination of fixed timeframe and modular timeframe processes are used with 

different legislated assessment periods set for the approval of active constituents and 

registration of products.  

Australia has legislation that specifies how an active constituent, product registration or 

label approval is revaluated. The criteria for a chemical review are the same as those used to 

approve an active constituent or label or register an agricultural chemical product.  

Chemical reviews are initiated when new scientific information emerges that may suggest 

an active constituent, registered product or label may not meet criteria for safety, efficacy, 

trade or labelling. This process aims to reassess the risks and determine whether the active 

constituent and/or product continues to meet those criteria. The review may result in 

confirmation of existing approvals, require changes or result in the suspension of use or 

cancellation of authorisation. 

The costs of the chemical reviews are borne by the APVMA through levies imposed on 

suppliers of chemical products and holders of registration that may need to generate data to 

support continued uses of agricultural chemical products.   
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4. How do you set the duration of the authorisation and the re-authorisation? How are 

the criteria used adapted to changing environment and health standards? 

Agricultural chemical products are subject to regular (typically annual) renewal of 

registration. This is not a scientific assessment process, it is an administrative process 

dependent solely on payment of the renewal fee. The legislated chemical review process 

discussed in Question 3 can be triggered at any time to reconsider an approval or 

registration.  

5. How is risk communication with regard to plant protection products organised in your 

country? Are there any elements of your risk communication that you would consider 

best practices? 

In Australia, under the partnership regulatory arrangement between the Australian 

Government and state and territory governments, risk communication happens at all levels 

and in a number of ways.  Firstly, the APVMA conducts both risk assessment and risk 

management and, upon registration, approves the information to be contained on the product 

label. Therefore the first level of risk communication is achieved through the product label 

which contains adequate information to ensure the safe and effective use of the product 

including appropriate directions for use, withholding periods and associated warnings and 

precautions for operators, the general public and the environment. In addition, the APVMA 

may determine that certain products require specialist skills or training before those 

products can be accessed and used. These products are classified as Restricted Chemical 

Products.  

Australia’s state and territory governments are also responsible for risk communication 

activities.  As an example, a person cannot purchase and use a Restricted Chemical Product 

until they are authorised. This requires users to complete training competencies directly 

associated with the management of risks for particular product types (i.e. certain vertebrate 

poisons). In most Australian states and territories it is also a requirement that before persons 

operating commercial businesses can apply pesticides, they must be trained in systems and 

legislation for product safe use, handling and storage. State and territory governments who 

are responsible for regulating the use of plant protection products also communicate on the 

safe and effective use of products through published material on their websites and by 

running education and awareness activities with end users. 

In summary the key elements to risk communication are achieved by: 

1. Product labels containing adequate instructions for their safe use based on risk 

assessments conducted at the time of registration/authorisation, 

2. Minimum training requirements for commercial users of products that may vary for 

different product classes and their uses, and 

3. General education of end users via various mediums such as government websites 

and targeted education activities. 
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6. Under your approval/authorisation system, who bears the burden of proof with regard 

to the safety of active substances/products? For instance, who commissions and 

finances studies? 

The applicant seeking approval of an active constituent or product registration of an 

agricultural chemical, including the label, bears the burden of proof with regard to safety, 

efficacy and the potential impact on trade. The applicant may commission and finance the 

studies required to approve an active constituent or label, or register an agricultural 

chemical. In some cases, an agricultural user industry organisations may also generate data 

to support the registration of plant protection products.   

7. What provisions do you have in place to guarantee transparency of the 

approval/authorisation system? What provisions to guarantee the scientific 

independence of your agencies/competent authorities? 

The APVMA is an independent regulator established as a separate statutory entity within the 

Australian Government. This ensures that the decision-making role of the APVMA is 

separate from the policy arm of the Australian Government. The APVMA has an 

internationally regarded reputation for the assessment and regulation of agricultural 

chemicals.  

Australia has a range of measures providing for the transparency of the systems of 

assessment, approval and registration, and for ensuring the appropriate treatment of 

confidential commercial information. These measures include publishing summaries of 

applications when submitted, including details of the studies being submitted in support of 

an application,  legislated processes for public consultation prior to the approval of new 

active constituents and chemical products, and consulting on the potential trade impact/s of 

registering chemical products.  

Final registration and active approval decisions are published fortnightly. The types of 

studies, titles and authors relied on in making those decisions, which are subject to data 

protection, are also published.  The APVMA may also invite proposals for chemical reviews 

of existing approved active constituents or registered chemical products. 

As a statutory body of the Australian Government the APVMA is also subject to the 

information access requirements, such as Australia’s Freedom of Information legislation. 

8. Do you have provisions in place to facilitate the approval of low-risk active 

substances? If so, how are they designed and what are your experiences? 

Australian legislation provides for active constituents to be exempt from approval where the 

APVMA considers that to be appropriate (for example, in case of low-risk substances). 

Other legislative measures provide for standards to be created for agricultural chemical 

products that facilitate, or remove, need for product registration.  These measures are used 

from time to time and Australia is continuing to explore how they might be used more in the 

future. 

The registration of biological products (biocides or biopesticides) may also justify lower tier 

assessments in the modular system which is used to determine fees, timeframes and the 

level of supporting data required to register such products. 
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9. Do you have provisions in place to facilitate the application procedure for small and 

medium-sized enterprises? If so, how are they designed and what are your 

experiences? 

There are no provisions or procedures in place for applications based on the size of the 

applicant. The application requirements are set on the level of scientific information to be 

considered. The APVMA does provide pre-application assistance to help applicants engage 

with the process. The APVMA also works closely with agricultural industries, particularly 

those minor use industries which may lack sufficient registered options. The APVMA works 

with those industries to articulate required information and utilises existing information 

from the public domain and other internationally published sources to approve minor uses.   

10. Do you have provisions in place for emergency authorisations of plant protection 

products, similar to Article 53 of EU Regulation 1107/2009? If so, how are they 

designed and what are your experiences? 

Yes. An emergency use can be sought under specific situations. The APVMA and the 

Australian states and territories work closely together when authorising an emergency use, 

and can place a number of conditions on emergency uses. Emergency uses of agricultural 

chemical products must still be safe, efficacious and not unduly prejudice trade.  

Emergency uses are necessary and have been used successfully to provide agricultural 

chemicals for combating sporadic extreme pest pressures (i.e. plagues associated with mice 

or locusts) and managing biosecurity risks (exotic pest and disease incursions).  

There are many aspects of risk management that need to be understood and communicated 

when allowing access to chemicals in an emergency situation. Australia’s experience is that 

direct communication with users is critical to ensure that any possible risks to human health 

or the environment can be managed when emergency authorisations are approved.  

11. How do you approach authorisations when it comes to cocktails of active substances? 

When considering the potential impact on human health, the mixture is assessed for the 

likelihood of common modes of action (additive or synergistic effects) and the relevant 

health based guidance value(s) for risk assessment are adjusted accordingly. In terms of the 

active ingredients, this approach includes evaluations of both the pesticidal mode(s) of 

action and adverse effects/mode(s) of action that are not associated with the pesticidal 

mode(s) of action. Where necessary, the toxicological properties of the solvents and 

excipients are also considered. In many cases bridging or additional mixture toxicology 

studies are required. APVMA performs a comprehensive overall human health risk 

assessment of the complete product (including all its constituents and their potential 

interactions) and not just an evaluation of the active ingredients. 

12. Are there any legal deadlines regarding the approval/authorisation of active 

substances/products in your country? If so, how would you assess your country's 

compliance? 

There are legislated timeframes for approving active constituents and labels, and registering 

agricultural chemicals. The APVMA reports regularly and publicly on its performance in 

meeting these legislated timeframes. 
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During the final quarter of 2017-18 for plant protection product the APVMA completed 

77% applications within the statutory timeframe. 

13. How are data gaps that are identified during the approval/authorisation procedure 

addressed? For instance, do you apply a confirmatory data procedure similar to 

Article 6f of EU Regulation 1107/2009? If so, what are your experiences? 

The APVMA has the ability to request additional information, reports or samples for the 

purposes of approving an active constituent or label, or registering an agricultural chemical 

product.  

Some restrictions exist on when additional information can be provided. This seeks to place 

the onus on the applicant to submit the best application possible at the time the application 

is lodged. Our experience is that continual improvement is required in the publication of 

guidance material for applicants on the information required to be provided at the time of 

submission. We are working closely with industry on developing guidance material that is 

more tailored to the most commonly applied for application types. However flexibility for 

both the regulator and industry to seek and allow additional information to be provided 

during an assessment is beneficial in those situations where it is more efficient to do so 

14. If there is more than one agency/competent authority involved in the approval/ 

authorisation of active substances/products, how do you handle divergent 

assessments? For instance, do you have an arbitration mechanism in place? If so, 

how is it designed and what are your experiences? 

The APVMA is the decision-maker as to whether an active constituent or label is approved 

and whether an agricultural chemical product is registered. Guidance/information is sought 

from other areas of the Australian Government, including the Department of Health and the 

Department of the Environment and Energy. The Department of the Environment's advice 

and environmental risk assessments are considered by the APVMA when making regulatory 

decisions about agricultural and veterinary chemicals. 

15. How would you assess the functioning and soundness of EU Regulation 1107/2009 

overall? What could you learn from the EU system? What would you consider its 

strengths and weaknesses? 

Australia understands that the evaluation of Regulation (EC) No 1107/2009 and Regulation 

(EC) No 396/205 is of considerable interest to EU Member States, stakeholders and third 

countries that export agricultural products to the European Union.  Australia remains 

interested in the status of the REFIT review and appreciates the opportunity to engage with 

the European Commission and the European Parliament on its future direction.   

16. How would you assess the independence of the science based risk assessment and the 

risk management in the EU system?  

and 

17. What could the EU learn from your system? Which of your procedures would you 

consider more effective than EU procedures? 

Australia has not considered or assessed the independence of the science based risk 

assessment and the risk management in the EU system.  Should additional information be 
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required about Australia’s regulatory system for agricultural chemicals we would welcome 

contact from the European Commission and/or the European Parliament.   

18. Does an EU-authorisation or refusal of authorisation influence your decision 

making? 

The APVMA may take account of overseas regulatory actions, evaluations and/or decisions 

including those that occur within the European Union.  The Australian Department of 

Agriculture and Water Resources and the APVMA monitor the latest scientific 

developments to ensure regulatory decisions have a strong basis in contemporary science. 

The APVMA’s Standard on Good Regulatory Science (available at 

http://apvma.gov.au/node/336) clearly outlines the principles for Australia’s evidence-based 

regulatory approach, which aligns with international best practice.  The APVMA has also 

published guidance on its website about the use of international data and assessments to 

support product registrations in Australia. This is available at the following link: 

https://apvma.gov.au/node/14186  

19. How do you handle the precautionary principle? 

Agricultural chemicals, like industrial and other chemicals, may be hazardous and have the 

potential to cause harm. Australia’s regulatory system therefore has regard to the potential 

risk posed by agricultural chemicals and adopts a risk and science-based approach to the 

approval of active constituents, registration of products and their use. 

 

20. To what extent and in what way are research and innovation in new alternative plant 

protection products promoted in your country? 

The Australian and state and territory governments support a wide range of research 

activities aimed at promoting the development of new and sustainable ways to protect crops 

from pests and diseases.  

Rural Research and Development Corporations (RDCs) are the Australian Government's 

primary vehicle for funding rural innovation. RDCs are a partnership between the 

government and industry created to share the funding and strategic direction setting for 

primary industry R&D, investment in R&D and the subsequent adoption of R&D outputs. 

The RDCs commission and manage targeted investment in research, innovation, knowledge 

creation and extension. 

The Commonwealth Scientific and Industrial Research Organisation (CSIRO), Australia's 

national science agency, conducts world renowned research to protect Australia's 

agricultural industries from a range of threats and providing innovative solutions for 

industry, society and the environment. 

21. How does your Agency or Department collaborate with other OECD Member 

countries on the regulation of pesticides? Furthermore, when re-evaluating an active 

ingredient, how do you take into consideration recent developments and new 

information on the status of a pesticide in other jurisdictions? 

Refer to Australia’s response to question 18.  In addition, Australia actively contributes to 

international collaboration with OECD Member Countries, and others, on the regulation of 

pesticides.  This includes through Australia’s participation in the OECD Working Group on 

Pesticides and its associated expert groups.  Australia is also an active member of the 

http://apvma.gov.au/node/336
https://apvma.gov.au/node/14186
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International Plant Protection Convention and its working groups and participates in other 

international standard setting fora such as CODEX Alimentarius.  

22. In your opinion, what is the level of cooperation between OECD countries and how 

should/could this level be improved in the future? 

There is a significant amount of cooperation occurring between OECD countries, and this 

cooperation is highly valued by Australia.  The work of the OECD is particularly relevant 

and important where member countries work to develop and review guidelines, facilitate 

consistency in regulatory requirements, conduct Global Joint Reviews and undertake 

work-sharing for the registration of plant protection products. 

23. How do you assess/ensure compliance with the OECD principles of Good Laboratory 

Practice (GLP) when ensuring that studies are of sufficient scientific quality for 

consideration within your respective approval processes? Can you also explain how 

you work together with the OECD to ensure that your national testing protocols are 

properly aligned with its test guidelines? 

Scientific studies submitted to the APVMA in support of an application to register a 

pesticide or veterinary medicine should be compliant with the OECD principles of Good 

Laboratory Practice. The APVMA’s technical assessors who review each study report to 

ensure that it is of a suitable scientist standard and is fit for purpose will identify and review 

the certificate declares compliance with the OECD principles of Good Laboratory Practice. 

For example, both the field and analytical phases of residue studies submitted in support of 

registration, and used to support the establishment of Maximum Residue Level’s in food 

and feed commodities, should be generated in accordance with these principles OECD 

principles of Good Laboratory Practice.  

The National Association of Testing Authorities (NATA) is the Australia’s accreditation 

and auditing body. GLP studies conducted in Australia must be conducted at NATA 

approved facilities. NATA's involvement in international groups such as the OECD 

Working Group on Good Laboratory Practice provides for mutual recognition of 

accreditation bodies at an international level and the global acceptance of reports issued by 

NATA accredited facilities.  

 

24. The PEST Committee has been seeking views on ways to improve the transparency of 

authorisation processes and product approvals. How do you address concerns around 

a lack of transparency or possible restrictions on disclosure as a result of commercial 

confidentiality in your regulatory framework? How does your Agency or Department 

contribute to the public discourse surrounding pesticide approvals? Do you have a 

policy regarding the communication of risk and informing public debates in order 

that citizens benefit from informed discussions? 

Refer to Australia’s response to question 5.  In addition, Australia has a range of measures 

providing for the transparency of the systems of assessment, approval and registration, and 

for ensuring the appropriate treatment of confidential commercial information. These 

measures include publishing summaries of applications when submitted, including details of 

the studies being submitted in support of an application, legislated processes for public 

consultation prior to the approval of new active constituents and chemical products, and 

consulting on potential trade impacts of registering chemical products. Final registration and 

active approval decisions or published fortnightly and the types of studies. Titles and 
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authors relied on in making those decisions, which are subject to data protection, are also 

published. 

The APVMA also releases discussion documents and informal reviews in relation to issues 

of public concern, such as the impact of pesticides on the health of bees.  As a statutory 

body of the Australian Government the APVMA is also subject to the information access 

requirements, such as Freedom of Information. 

25. How does your regulatory regime balance needs and objectives to uphold 

environmental standards, support agricultural production and provide public health 

protections? How does your Agency or Department ensure that policies related to 

pesticides support other policies, such as those directed towards supporting 

agriculture? Do you have a particular approach for minor or niche crops? 

The APVMA is an independent regulator that must be satisfied that active constituents, 

labels and agricultural chemical products meet the legislated criteria. These legislated 

criteria specify that the health and safety of human beings, animals and the environment is 

the first priority of the system for regulating agricultural chemical products and their 

constituents. 

The APVMA can authorise the use of products on minor crops where there is little 

commercial benefit in registering the use. The government has committed funding to help 

growers engage with the chemical industry to find solutions to pest problems in minor 

crops. Australia also works very closely with international efforts to solve the problem of 

minor use crops not having solutions to pest problems.  

26. Could you explain your method for re-evaluating products already placed on the 

market in light of new scientific data? In addition, can you describe the process for 

market withdrawal should a product be found to contain a harmful co-formulant?   

The APVMA, routinely evaluates the emerging scientific literature on all pesticide actives 

as well as evaluating published evaluations by other credible regulators. Through this 

process any concerns are rapidly identified allowing the APVMA to respond quickly should 

other international regulators identify concerns.   

The APVMA may undertake a formal legislative review (or reconsideration)to scientifically 

reassess the risks and determine whether regulatory changes are necessary to ensure that the 

chemical or veterinary medicine can continue to be used safely and effectively. The risks 

may arise from either the active constituent or co-formulant. These changes may include 

modifying the way chemicals are used or, if risks cannot not be managed, removing 

chemicals from the market. 

The reconsideration process incorporates legislative, administrative and scientific elements 

that contribute to the final decision to affirm, vary, suspend or cancel an approval or 

registration. As a result, formal legislative reconsiderations can be complex, have high 

resource requirements and long timeframes—under current legislation, a reconsideration 

must be completed within a maximum timeframe of 57 months. For these reasons, the 

APVMA seeks to address regulatory issues pragmatically by exploring alternative 

regulatory and non-regulatory pathways before deciding to conduct a review. 

The formal reconsideration process is initiated when new scientific information raises 

concerns relating to the safety or effectiveness of the pesticide or veterinary medicine. 
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The formal legislative process commences when the APVMA’s Chief Executive Officer 

decides it is necessary to undertake a reconsideration and issues a legal notice to holders 

placing their approvals and registrations under review.  

Through this process the APVMA reconsiders the risks and determines whether regulatory 

changes are necessary to ensure that agricultural chemicals can continue to be used safely 

and effectively and will not unduly prejudice trade. These regulatory changes may include 

modifying the way agricultural chemicals are used or, if risks cannot be managed, 

suspending or cancelling those products. The review process incorporates legislative, 

administrative and scientific elements that contribute to the final decision to affirm, vary, 

suspend or cancel an approval or registration. 

If a recall is required the product may be withdrawn through either a voluntary or 

compulsory recall. A voluntary recall is when the recall is undertaken by the manufacturer 

or supplier at any time, which may be for a variety of reasons. The APVMA may also issue 

recall notices (compulsory recalls) to remove products from the market or require other 

corrective action (such as relabelling).  

27. How do you regulate, monitor and enforce the conditions of use of pesticides? 

Refer to Australia’s response to question 1. In addition, the APVMA is responsible for the 

regulation of agricultural chemicals up to the point of supply. State and territory 

governments are responsible for regulating the use of pesticides beyond this point (control 

of use). The APVMA is authorised to conduct a number of post-registration activities to 

monitor and confirm that the chemical products, active constituents and approved labels 

remain compliant with the statutory registration criteria and any relevant conditions. 

APVMA monitoring can include inspecting the premises of holders, manufacturers, 

wholesalers and retailers of agricultural chemicals. The APVMA can also undertake other 

corrective actions to protect the health and safety of people, animals, plants and the 

environment, as well as Australia’s trade interests. These actions include issuing recall 

notices and entering into enforceable undertakings or seeking injunctions to deal with non-

compliance.  

The Australian Government works with the states and territories to ensure that the 

registration of pesticides and the approved labels are able to be enforced with the control of 

use legislation in their jurisdictions. This includes regular liaison with the states and 

territories to discuss changes to product uses and labels arising from the outcomes of 

chemical reviews.  Australian state and territory governments also conduct compliance 

activities to ensure legal use requirements are adhered to. This includes monitoring users to 

ensure they possess the minimum training requirements, users maintain adequate records of 

their use and through the conduct of residue monitoring in treated produce and where 

necessary undertake investigations and enforcement into non-compliances. 

28. The issue of industry funding for research used in the approval process has already 

been raised by the European Commission and EFSA in this special committee (on 12 

April 2018). It was put to EFSA that the existing model should be revised and instead 

all studies should be financed through public money, e.g. by EFSA themselves, 

perhaps through a fee or a tax. The representatives from EFSA expressed the view 

that this would support increased industry profits, as the burden of scientific proof 
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would shift from the economic operator who benefits from the approval to the 

regulatory authority. Do you concur with this view? 

A large amount of the research used to approve active constituents and register products in 

Australia is already generated overseas. While the EU economy may be able to fund such 

research through public money, this may not be the case in smaller economies. However, if 

the EU research was made publicly available then there is the potential for all economies to 

benefit from this research. The model of using public funds to fund all research into 

agricultural chemicals would seem to be different from the approach used for other kinds of 

substances assessed for EU use, for example, industrial chemicals and/or therapeutic goods.  

29. What serves as a basis for evaluation: the toxicity of the active substance alone or that 

of its detectable form/concentration in the end product? Furthermore, is the toxicity 

of each co-formulant evaluated? Is the pesticide assessed on the basis of scientific 

studies?  

In assessing a product for registration the APVMA evaluates the toxicity of the total 

product, not just the active ingredients. This includes specific evaluation of the final 

chemical form in the end product (e.g. different salts of the same active substance are 

evaluated individually). Furthermore the toxicity of the active constituent as well as the 

solvents, excipients and other substances in the final product, are assessed as part of the 

human health risk assessment process. The APVMA process for evaluating complex 

mixtures (described in Australia’s response to question 11) takes into account common 

modes of action for both pesticidal mode/s of action and adverse mode/s of action that are 

not related to the pesticidal effect. 

30. Is the potential of endocrine disruption effect tested and evaluated?  

The APVMA does not consider endocrine disruption to be an adverse toxicological 

end-point but rather a series of modes of action that could lead to an adverse outcome (i.e., 

reproductive, developmental, survival, carcinogenic or ecological effects). As well as 

evaluating the submitted toxicological data for potential endocrine effects, APVMA actively 

uses the publicly available data from the US EPA Tier 1 and Tier 2 Endocrine Disruptor 

Screening Programs.  

The APVMA also uses the World Health Organization’s IPCS ‘Mode of Action Framework’ 

and the OECD’s ‘Guidance on Developing and Assessing Adverse Outcomes Pathways’ to 

evaluate the human relevance of findings pertaining to endocrine disruption.  

The APVMA’s health based guidance values are always based on the most sensitive, human 

relevant, adverse effect identified in the toxicology data package to which appropriate 

uncertainty factors are applied. This approach incorporates evaluations for human relevant 

endocrine disruption. The APVMA can request further assessments or more data from 

chemical registrants in order to be fully satisfied about the risk profile of the chemical.  

31. Are all animals used in toxicity tests adult? 

No. Submitted toxicology packages to the APVMA must evaluate all life stages from 

conception and across an entire life span. Multigenerational studies are almost always 

required. If there is evidence of important effects at a specific life stage, additional specialist 

toxicology studies are typically required (e.g. studies on juvenile animals, critical window 

developmental studies, perinatal studies, neuro-developmental and neuro-behavioural 
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developmental studies). Overall, APVMA’s approach evaluates all life stages over an entire 

life span and typically includes evaluations for effects on subsequent generations.  In some 

cases, the APVMA has regulated on the basis of effects observed in the subsequent two 

generations (F1 and/or F2 generations) following parental (F1 generation) exposure.  

32. Do you apply the principle of mutual recognition with the countries that have a trade 

agreement with your country? 

The APVMA has been working with New Zealand to mutually recognise registrations in 

some classes of veterinary medicines as we share unique pest problems and environmental 

circumstances.  

33. Which active substances are authorised in the EU but not in your country, and why? 

Are you aware of active substances that are authorised in your country but not in the 

EU? If so, what are the five most frequently used such substances? 

Australia has not undertaken a comparison of the substances authorised in Australia and the 

EU. Australia has a different environment from many EU countries, as well as different 

pests and diseases. For this reason, Australia recognises that there may be legitimate 

differences in the agricultural chemicals used in Australia and the EU. As a result, there may 

be some agricultural chemicals that are used in Australia and that are not used in the EU 

(and vice versa). Australia is a small market and this may therefore also be the reason that 

some EU authorised agricultural chemicals are not used in Australia.    

34. How do you determine the maximum residue limit (MRL): is it set by you, or do you 

make use of Codex Alimentarius?  

Australia establishes its MRLs on the basis of the use of the agricultural chemical in 

Australia and the Joint Meeting On Pesticide Residues procedures for estimating MRLs. 

The APVMA and Food Standards Australia New Zealand conducts assessments to ensure 

agricultural chemical residues in foods (both chronic and acute dietary exposure) do not 

pose an unacceptable risk to human health. The MRLs established by Codex Alimentarius 

and importing countries are considered by the APVMA as part of determining if the use of 

the agricultural chemical may unduly prejudice trade.  

35. What happens when imported products contain active substances that are not 

authorised in your country, or exceed the MRL set in your country? 

In the case of imported agricultural chemicals, the APVMA may authorise the importation 

of unregistered and unapproved agricultural chemicals. An agricultural chemical cannot be 

legally imported, marketed, supplied or used in Australia without the approval of the 

APVMA. The APVMA enforces Australia’s agricultural chemical legislation. Enforcement 

examples include powers to issue substantiation notices, formal warnings, infringement 

notices and cancellation or suspension of authorisations. 

In relation to residues in imported food, the residues must comply with the MRLs in the 

Australia New Zealand Food Standards Code.     

36. What about the selection procedure for experts doing the evaluations? How is their 

independence guaranteed?  Do you use people who also provide expertise to EU 

bodies? 
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The APVMA is an independent regulator and uses its own experts and third-party assessors 

for assessments. All assessment decisions are made by the APVMA. APVMA has very 

strict rules pertaining to conflict of interest and perceived conflict of interest. These rules are 

stringently applied both within the organisation and to outside evaluators and consultants. 

There are serious civil and criminal penalties that can be applied regarding undeclared 

conflicts of interest. Where an evaluator or technical expert has a clear conflict of interest, 

or even a perceived conflict of interest is identified regarding a specific evaluation, APVMA 

will not use this evaluator/technical expert for that evaluation.   

37. What test guidelines do you use to evaluate impacts of pesticides on health and the 

environment? Do they cover the need to test for neurotoxicity and immunotoxicity? 

What about long-term effects and during vulnerable periods of development/life-time? 

How do you deal with any data gaps?  

Risk assessments carried by the APVMA follow standardised test methods developed by the 

OECD. Human health risk assessments are performed on the basis of international best 

practices and follow the procedures and approaches outlined by the OECD, the United 

States Environmental protection Agency (EPA), EFSA and other competent authorities. 

APVMA takes the view that high quality science should always take the lead and 

precedence over procedural matters. APVMA allows exceptions to standard guidance 

documents if there is a clear, well documented and agreed scientific reason to do so. 

APVMA’s human health risk assessments include extensive evaluations for neurotoxicity. 

Immunotoxicity evaluations are performed as required, based on the assessment of all data 

that is available to the agency.  

 

Submitted toxicology packages to the APVMA must evaluate all life stages from conception 

and across an entire life span.  Multigenerational studies are almost always required. If there 

is evidence of important effects at a specific life stage, additional specialist toxicology 

studies are typically required (e.g. studies on juvenile animals, critical window 

developmental studies, perinatal studies, neuro-developmental and neuro-behavioural 

developmental studies). Overall, APVMA’s approach evaluates all life stages over an entire 

life span and typically includes evaluations of effects on subsequent generations. In some 

cases, APVMA has regulated on the basis of effects observed in the subsequent two 

generations (F1 and/or F2 generations) following parental (F1 generation) exposure.  

 

The APVMA has the power to request additional information from applicants if it deems it 

appropriate. Active ingredients and products will not be approved if there are critical data 

gaps. 

 

38. According to the General Secretary of Copa Cogeca, speaking in the PEST committee 

hearing on 28 June 2018, ‘pesticides are applied in the EU in a safer manner than 

anywhere in the world’ – what is your response to this? 

Australia has an effective agricultural chemical registration system. This is verified by test 

results of the National Residue Survey (which monitors chemical residues in animal and 

plant products) which show a very high compliance rate with MRLs. Additionally, the 

Australian Total Diet Study (which examines the dietary exposure of the Australian 

population to agricultural and veterinary chemicals every two years) indicates that dietary 

exposures are below the relevant reference health standards.    
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39. Why are you continuing to authorise Glyphosate while it is a controversial issue and a 

potentially dangerous substance?  

The APVMA considers that current labels for glyphosate products contain appropriate 

instructions for use to keep those regularly handling glyphosate safe. These instructions 

include how, when, where and how often products can be used, and any protective 

equipment that needs to be worn. APVMA regulates on the basis of human and 

environmental risk rather than hazard (risk = hazard x exposure).  

In terms of human health risk assessment, the APVMA notes that the critical mode of action 

for glyphosate identified in the International Agency for Research on Cancer (IARC) cancer 

hazard assessment was redox/oxidative effects on DNA. Critically, in terms of human 

cancer risk assessment, this mode of action is regarded as a threshold endpoint (i.e. 

exposures below the threshold for the effect may have acceptable human health risk). The 

APVMA has performed evaluations of this mode of action as it pertains to human cancer 

risk assessment. These evaluations have been based on the data used by IARC to reach its 

decision as well as on all the subsequent peer reviewed data (including studies that were not 

evaluated by IARC). The current APVMA health based guidance values take these 

evaluations into account. APVMA has noted that the point of departure dose used for its 

health based guidance values falls below the dose needed to produce detectable 

redox/oxidative effects in vivo. APVMA has then applied a total uncertainty factor of 100 to 

the relevant point of departure dose to establish its health based guidance values. 

Critically, APVMA regularly monitors the emerging science regarding glyphosate and will 

adjust its human health based guidance values and regulatory position as appropriate to the 

emerging science in this area. 

40. How do you explain the fact that Australia, Canada and the U.S reached the same 

conclusion that EFSA and ECHA on non-carcinogenicity of glyphosate? Can we 

draw conclusions from that on their respective authorisation procedures? 

All the countries conducted risk-based assessments using comparable sets of data. These 

assessments were based on harmonised approaches to assessment methodology developed 

through the OECD, the U.S EPA, EFSA and other credible regulatory agencies.  The 

APVMA takes the approach that high quality science should always take the lead in human 

health risk assessments. It is important to note that APVMA makes its regulatory decisions 

based on extensive human health risk assessment processes rather than on a hazard 

assessment approach (risk = hazard x exposure).  

The APVMA has made its decisions regarding glyphosate based on extensive scientific 

evaluation and review of the data supporting the IARC hazard assessment of glyphosate as 

well as all of the subsequent scientific data (including data not considered by IARC). Refer 

also to Australia’s response to question 39.  

41. EFSA and ECHA classify some information as confidential on the ground of business 

confidentiality. What is your policy on the subject? 

The APVMA has obligations under the Australian Government’s Protective Security Policy 

Framework (PSPF) to ensure that it develops, documents, implements and reviews 

appropriate security measures to protect information from unauthorised use or accidental 

modification, loss or release. When information is provided to the APVMA that is 
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commercially sensitive or valuable, it is treated as Official Information and the APVMA is 

required to take measures to protect it under the PSPF.  

The Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and 

Veterinary Chemicals Code Act 1994 (Agvet Code) and Agricultural and Veterinary 

Chemicals Code Regulations 1995 also contain additional requirements about the use and 

disclosure of information provided to, or held by, the APVMA, including confidential 

commercial information.  

42. How do you foster innovation in clean technologies intended to replace pesticides 

while retaining current yields? 

Australia’s Research and Development Corporations, with funding from the Australian 

Government, foster innovation in technologies to improve agricultural productivity.  

The Commonwealth Scientific and Industrial Research Organisation, Australia's national 

science agency also conducts world renowned research to protect Australia's agricultural 

industries from a range of threats and providing innovative solutions for industry, society 

and the environment. 

43. Given the economic interests at stake with regard to pesticides, how do you handle 

lobbyism? In your country, how is the independence of scientists ensured? And that of 

policy makers? 

The APVMA’s assessors are all independent of the chemical industry and are not able to 

work for industry while working for the APVMA. APVMA employees are also public 

servants and are required to take reasonable steps to avoid real or apparent conflicts of 

interest. The Australian Public Servant Code of Conduct also ensure that public servants 

must disclose potential conflicts of interest.  

The APVMA and other public servants (policy makers) engage with the chemical industry 

when making changes to the regulation of pesticides, which are then subject to 

parliamentary processes. The APVMA can only approve an active constituent or label or 

register a chemical product if it is satisfied that they are safe, effective, will not unduly 

prejudice trade and will comply with labelling criteria.  

 

Questions to Ms Marylou Verder-Carlos, California Department of Pesticide 

Regulation 

 

44. There has been recent litigation in the State of California regarding the publication of 

warnings following a designation of glyphosate as a product which is known to cause 

cancer. Can you explain what the next steps are regarding the designation, if any? Can 

you also explain whether there is a difference of opinion between your Department and 

other agencies as to whether or not glyphosate is carcinogenic? 

45. Could you please give full details on the current court case ongoing in California on the 

active substance glyphosate? 

46. What are your views on the pesticide authorisation procedure in the EU, in particular on 

the hazard based cut off criteria which is applied prior to a risk based approach, and your 

evaluation of the necessity of these cut off criteria to help ensure the highest possible 



17 

 

protection of humans and the environment? [For information, the EU process requires 

that active substances which are not classified as, for example, carcinogenic, mutagenic 

or toxic to reproduction (CMR) (‘hazard based criteria’) must be assessed for the risk 

they pose in different exposure scenarios (‘risk-based approach’). Any substance that is 

classified as CMR, in the first step should not be authorised for most uses unless, for 

example with carcinogens, substances toxic for reproduction, it is used in closed 

systems, avoiding direct contact with humans etc. In addition, banned active substances 

may be authorised under the emergency use derogation.] 

47. As you may know, the European Commission is obliged to take into account the 

precautionary principle (which is enshrined into EU treaties and EU Regulation 

1107/2009) when proposing to authorise, or not, active substances. Is it the same in 

California? What do you think of the use of the precautionary principle in this context? 

48. In spite of some shortcomings, the EU authorisation process is one of the strongest in 

the world when it comes to protecting health and the environment. For this reason, some 

of the EU’s trade partners around the world would like to weaken or lower EU 

requirements. What are your views on the maintenance of these demanding standards 

despite external pressures that are often expressed during trade negotiations 

49. In 2017, the new director of the EPA, appointed by President Trump, rejected the 

prohibition of chlorpyriphos planned by the Obama administration. It is known that 

President Trump’ political line differs from that of President Obama, rightly or wrongly. 

Can scientific conclusions be interfered with political ideologies? How does the EPA 

guarantee its scientific independence in a context of official and unofficial links with 

politics and industry? 

Question to Ms Lynn Fortin, Mission of Canada to the EU, and Ms Nicola Hinder, 

Australian Mission to the European Union and NATO 

 

50. In the EU, the re-approval of glyphosate was not preceded by a tolerability study on 

the effects of the herbicide on humans. How were the effects on human beings 

assessed in the approval process you have carried out, and how could the substance be 

certified as harmless? 

Refer to Australia’s response to questions 39 and 40. In addition, the APVMA performs risk 

assessments and then determines if the risks to humans is acceptable based on Australian 

and international standards.  In doing so, the hazard and potential risk to humans are 

determined on the basis of well-characterised studies in silico, in vitro and in vivo in 

animals.  These studies are interpreted in a conservative manner and through the lens of 

mode(s) of action (both pesticidal and toxicological), human relevance of the findings 

(based on internationally accepted toxicological standards), and relative sensitivity of the 

human population cf. the animals used.  It is not ethically appropriate to do pre-clinical trials 

of agricultural chemicals in humans. Furthermore, a number of the critical studies cannot be 

feasibly performed in humans such as pre-market multigenerational studies, reproduction 

and development studies, carcinogenesis studies, genotoxicity and are both logistically and 

ethically inappropriate in human subjects. Following registration the APVMA carefully 

monitors any post-market incidents or concerns pertaining to human health. The APVMA 

also carefully monitors the large scale ongoing epidemiological studies in other countries 

(e.g. the US Agricultural Health Survey) as well as the experiences of other regulators in 

other jurisdictions. 


