
 

                                             

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. 
 
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?  

The process of registering a pesticide in the United States is a scientific, legal, and 
administrative procedure through which the US EPA examines the ingredients of the 

pesticide, the particular site or crop where it is to be used, the amount, frequency, and 
timing of its use, and storage and disposal practices. 

Companies desiring to register a new pesticide active ingredient and products for that 

active ingredient may choose to register these separately, or bundle them together. 
Pesticide registration applications are submitted by pesticide companies and are 
evaluated by the agency. In evaluating a pesticide registration application, we assess a 

wide variety of potential human health and environmental effects associated with use of 
the product. The company that wants to sell and distribute the pesticide must provide 
data from studies that comply with EPA testing guidelines. 

Companies submit an application for a registration action, such as to register a new 
pesticide active ingredient, new product for an existing pesticide, or adding a new use to 
an existing product. The company's application typically includes: service fee(s), forms 

describing the requested action, the identity and quantity of all chemicals in the product, 
data on potential risks to human health and the environment, including about the 
potential for pesticide residues on food (if applicable), proof that the product 

manufacturing process is reliable, labelling, including directions for use, contents, and 
appropriate warnings, evidence of meeting all legal and financial obligations. 

There is a separation of risk assessment and risk management in the U.S. Risk 

assessment is crucial to the process of making decisions about pesticides, both new and 
existing. New pesticides must be evaluated before they can enter the market. Existing 
pesticides must be re-evaluated periodically to ensure that they continue to meet the 

appropriate safety standard. As part of the risk assessment process, EPA performs risk 
assessments that evaluate the potential for harm to humans, wildlife, fish, and plants, 

including endangered species and non-target organisms. We also assess for 
contamination of surface water or ground water from leaching, runoff, and spray drift. 



 

As well as, potential human risks range from short-term toxicity to long-term effects 
such as cancer and reproductive system disorders. The decision process is part of a risk 
management process, which is conducted in registration for new pesticide chemicals or 

new uses of existing chemicals, or registration review in the case of a general review of 
an existing chemical.   

The agency also evaluates and approves the language that appears on each pesticide 

product label to ensure the directions for use and safety measures are appropriate to any 
potential risk. Following label directions is required by law and is necessary to ensure 
safe use. The language on the label is the law for how the pesticide can be used. This 

language is then used by state and local governments to help enforce and manage 
pesticide use at the local level. 

More information on our evaluation processes, pesticide laws, label review, and 
enforcement and compliance can be found in greater detail on the EPA website: 

https://www.epa.gov/pesticide-registration/about-pesticide-registration.  

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? 

In the U.S., EPA carefully evaluates the hazard potential for each active ingredient in a 

pesticide product. For applications of new formulated products, EPA determines if the 

pesticide registration application and accompanying information and data are accurate 

and complete, consistent with proposed labeling and any tolerance or tolerance 

exemption for the product’s active ingredient. Additionally, all inert ingredients in 

pesticide products, including those in an inert mixture that may be added to other 

approved pesticide products, must be approved by EPA for use in the relevant product.  

As a part of EPA’s evaluation of a pesticide product, the product’s composition is 

examined to verify that all inert ingredients proposed for use in the pesticide formulation 

have been approved by EPA for that use. Just as with individual inert ingredients, each 

component of an inert mixture must be supported with a battery of toxicity data and 

must be approved for use by EPA.   

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? 

FIFRA includes a registration service fee system for applications for specific pesticide 

registration, amended registration, and associated tolerance actions. The goal of this fee 

system is to create a more predictable evaluation process for affected pesticide decisions 

and couple the collection of individual fees with specific decision review periods. The 

fee system supplements the resources to conduct EPA’s registration activities. There are 

over 60 registration categories and the fees range from approximately $1,500 to just 

over $600,000 depending on the category.  

EPA is required to review all existing registered pesticides every 15 years to ensure they 

can be used safely, without unreasonable risks to human health and the environment. 

The registration review program is intended to make sure that, as the ability to assess 

risk evolves and as policies and practices change, all registered pesticides continue to 

meet the statutory standard of no unreasonable adverse effects. To maintain a registered 

product, registrants must pay annual registration and maintenance fees for all   

https://www.epa.gov/pesticide-registration/about-pesticide-registration


 

registrations under FIFRA. The periodic review of pesticide registrations is required by 

the pesticide statute – FIFRA. For more information on the registration review program, 

visit https://www.epa.gov/pesticide-reevaluation/registration-review-process.  

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? 

Most registrations are issued without time limitations. To determine if a product 

continues to meet the FIFRA standard for registration, EPA reviews all registered 

pesticides at least every 15 years using the current science, as mandated by FIFRA 

through the registration review program. Whenever EPA determines that there are 

urgent human or environmental risks from pesticide exposures that require prompt 

attention, we take appropriate regulatory action (including modifying any conditions of 

the registration), regardless of the registration review status of the pesticide.  

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? 

Pesticide product labeling provides critical information about how to safely and legally 

handle and use pesticide products. Unlike most other types of product labels, pesticide 

labeling is legally enforceable, and always carries the statement: “It is a violation of 

Federal law to use this product in a manner inconsistent with its labeling.” In other 

words, the label is the law. A key function of the pesticide product label is to manage the 

potential risks from pesticides by providing the set of conditions, directions, and 

precautions that define who may use a pesticide, as well as where, how, how much, and 

how often it may be used. In support of that function: state and federal agencies enforce 

pesticide label requirements; educational programs train and certify pesticide users; and 

pesticide users read and follow the label directions. 

In addition, under most circumstances, employers must notify workers about areas 

where agricultural pesticide applications are taking place or where restricted-entry 

intervals (REIs) are in effect. Some pesticide labels require the employer to notify 

workers both orally and with signs posted at entrances to the treated area.  

One example of a best practice that EPA utilizes in its risk communication efforts is the 

administration of several programs with universities and non-governmental 

organizations to educate pesticide applicators, handlers, and farmworkers on working 

safely with, and around, pesticides. Through these programs, EPA helps to educate the 

public about pesticide risks and safe use. 

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 applicants for registration bear the burden of showing their products meet the 

standard for registration.  As part of meeting this burden, applicants must fulfil 

regulatory data requirements by submitting studies or by citing to studies or literature. 

FIFRA provides a data compensation scheme that address the citing of data owned by 

other parties. After registration, registrants continue to bear the burden of showing their 

products meet the standard of registration whenever EPA re-evaluates their products. 

https://www.epa.gov/pesticide-reevaluation/registration-review-process


 

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?  

EPA strives for transparency in our scientific analyses.  Our science policies, guidance 

documents, and guidelines have been through peer review and public comments, and are 

publicly available.  Our scientists develop independent, objective evaluations of studies 

sponsored by pesticide registrants and those available in the open scientific literature.  

Risk assessments and regulatory decisions are routinely published for public comment.  

Public input is reviewed and considered in decision-making.  Our scientists routinely 

give presentations to the public and to other scientific experts.  We also frequently meet 

with stakeholders (including industry, growers, non-governmental organizations, U.S. 

states) on numerous issues pertaining to pesticides.   

EPA brings major pesticide and pesticide-related scientific studies and issues to the 

FIFRA Scientific Advisory Panel (SAP) meetings to seek peer review and/or technical 

advice from independent experts. The scientists of the FIFRA SAP neither make nor 

recommend policy decisions. They provide advice on the science used to make these 

decisions.  

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? 

The EPA’s Conventional Reduced Risk Pesticide Program expedites the review and 

regulatory decision-making process of conventional pesticides that pose less risk to 

human health and the environment than existing conventional alternatives. The goal of 

this program is to quickly register commercially viable alternatives to riskier 

conventional pesticides such as neurotoxins, carcinogens, reproductive and 

developmental toxicants, and groundwater contaminants. Participants in the program 

include the chemical companies and state or federal agencies that submit to the Agency 

initial registration and amended registration applications for pesticide products.  

An Important Distinction to Note: While most reduced risk discussions refer to 

conventional reduced risk pesticides, a reduced risk decision is actually made at the use 

level, for a pesticide/use combination. 

The reduced risk decision is based on comparison between the proposed use of the 

pesticide and existing alternatives currently registered on that use site. Registered 

pesticide alternatives may differ depending on the use in question, thus risk comparisons 

across uses may also differ.  

This program does not apply to biological or antimicrobial pesticides, which are handled 

through separate expediting processes. Biopesticides, also known as biological 

pesticides, are pesticides derived from natural materials such as animals, plants, bacteria, 

and certain minerals. Typically, biopesticides have unique modes of action and are 

considered reduced risk pesticides. Since biopesticides tend to pose fewer risks than 

conventional pesticides, EPA generally requires less data to register a biopesticide than 

to register a conventional pesticide, and EPA provides both reduced pesticide 

registration fees and shorter review times for biopesticides.  



 

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? 

Small businesses may request waivers of registration service fees. A small business 

means a corporation, partnership, or unincorporated business that has 500 or fewer 

employees and an average annual global gross revenue from pesticides that did not 

exceed $60 million (including any such revenue from all of its affiliates) during the 

three-year period prior to the most recent maintenance fee billing cycle. An applicant 

that qualifies as a small business is eligible for a partial waiver of 50% or, in some cases, 

75% of the registration service fee. Section 33(b)(7)(F) of FIFRA contains the 

provisions for small business waivers. Registrants may also contact the product 

registration ombudsman for registration guidance. 

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? 

Section 18 of FIFRA authorizes EPA to allow Emergency Exemptions (also called 

“Section 18s”) for unregistered uses of pesticides to address emergency conditions. 

Under such an exemption, EPA allows limited use of the pesticide in defined geographic 

areas for a finite period of time once EPA confirms that the situation meets that statutory 

definition of "emergency condition." The regulations governing Section 18 of FIFRA 

(found at Title 40 of the Code of Federal Regulations, part 166 (40 CFR 166)) define the 

term “Emergency Condition” as an urgent, non-routine situation that requires the use of 

a pesticide(s). EPA must also conduct assessments of potential risks to human health 

and the environment which confirm the pesticide use meets the required safety 

standards. The maximum duration of an Emergency Exemption may be: one year for 

specific or public health exemptions or three years for quarantine exemptions. 

Emergency Exemptions can be requested by State or Federal agencies when an 

emergency condition (e.g., serious pest problem) jeopardizes production of agricultural 

goods, the environment, or public health, but there are inadequate tools (including 

pesticide registrations) to address the situation. The applicants submit information 

describing the pest emergency and request permission for a specific unregistered 

pesticide use. Instructions for applicants and detailed listings of required information to 

include in emergency exemption requests may be found at 40 CFR 166. 

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

substances? 

The EPA takes a risk-based approach in addressing concerns specific to all registered 

pesticides.  EPA is currently developing an Agency policy on how to consider claims of 

synergy being made by registrants in their patents.  If there is data to indicate synergy 

for a formulated mixture EPA will evaluate the potential effects in our risk assessments. 

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? 



 

Applications for which registration service fees apply have associated specific decision 

review periods. EPA completes its decision making within the statutory decision 

timeframes over 99% of the time. 

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? 

In evaluating a pesticide registration application, we assess a wide variety of potential 

human health and environmental effects associated with use of the product. The 

company that wants to produce the pesticide must provide data from studies that comply 

with our testing guidelines. FIFRA provides EPA with broad authority to establish or 

modify data needs and timing for individual pesticide registration actions to achieve 

statutory and program objectives. Data requirements for pesticide registration actions are 

found in the Code of Federal Regulations at 40 CFR Part 158. 

Additionally, when conducting re-evaluation assessments, the agency determines if any 

additional or new data is needed. If, additional data or information is needed to conduct 

the review, EPA will issue a Data-Call In (DCI) notice to the registrant under the 

authority of FIFRA section 3(c)(2)(B).   

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? 

EPA regulates pesticides at the national level under the authority granted by FIFRA.  In 

general, pesticides distributed or sold in the United States must be registered (licensed) 

by EPA. Before EPA may register a pesticide under FIFRA, the applicant must show, 

among other things, that using the pesticide according to specifications "will not 

generally cause unreasonable adverse effects on the environment.'' 

Other federal agencies also work with the EPA. The FDA and USDA help ensure food 

safety, while the US Fish and Wildlife Service assess the risks of pesticides to wildlife 

and the environment when determining if certain species or their designated critical 

habitat may be affected by use of the product. While there is no formal arbitration 

system in place, EPA works with other U.S. agencies to reconcile approaches to 

assessment. State and Tribal governments also have a role with oversight of the 

program. 

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? 

The United States appreciates the opportunity to provide Members of this Committee 

with insight into US pesticide authorization procedures. Our regulatory system is 

grounded in the scientific assessment of risk, and seeks first and foremost to ensure 

safety to people and the environment, while also ensuring continued availability of 

diverse and efficacious crop protection tools to facilitate agricultural production and 

food security, and promoting scientific integrity and transparency.  



 

We welcome technical exchange with EU regulators, particularly to the extent that such 

cooperation would facilitate the sharing of scientific information and enhance regulatory 

efficiency.  

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

the risk management in the EU system? 

EPA agrees with the need to ensure scientific independence and integrity, including peer 

review procedures, rules to safeguard against financial and intellectual conflicts of 

interest, and public transparency requirements. The United States is not in a position to 

assess the independence of the science based risk assessment and the risk management 

in the EU system. 

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

consider more effective than EU procedures? 

The United States recognizes that there are many types of regulatory systems which are 

able to achieve high levels of public health and environmental protection. The U.S. 

experience in the field of pesticide regulation has reaffirmed a principle that measures 

must be developed in accordance with scientific principles and based on evaluation of 

risk.   

We appreciate the opportunity to share information about the U.S. regulatory system, 

however, we do not find that we are in a position to make comparisons between the 

relative objectives and effectiveness of our respective governments’ procedures.  

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

making? 

The United States welcomes opportunities for scientific exchange and information 

sharing with the EU and other regulatory agencies around the world. All U.S. pesticide 

registration decisions are made on the basis of scientific risk assessments and in 

accordance with the relevant U.S. statutes and regulations. Data to develop decision 

making in the EU can be informative to the US decision making process.  

19. How do you handle the precautionary principle? 

There is a high degree of conservatism built in to the scientific risk assessments that 

underpin U.S. pesticide regulatory decisions.  

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

plant protection products promoted in your country? 

FIFRA requires that all pesticides intended for use in the United States be registered 

(licensed) by EPA to ensure that they do not cause "unreasonable adverse effects on man 

or the environment". As the national regulatory authority, EPA actively engages with a 

variety of stakeholders to encourage research and innovation in new alternative plant 

protection products.  

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? 



 

EPA’s Office of Pesticide Programs participates in several OECD working groups 

including the Working Group on Pesticides (WGP), the Working Group of National 

Coordinators of Test Guideline Program (WNT) and the Working Group on Biocides 

(WGB).  EPA also participates on a number of OECD expert groups.  

EPA works closely with our counterparts in Canada (PMRA) on risk assessment and 

risk management issues. For most new active ingredient registrations, the US EPA and 

PMRA review applications jointly. Additionally, the US government monitors final risk 

management decisions from other countries and authorities.  

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

should/could this level be improved in the future? 

EPA actively cooperates with OECD countries, and plans to continue the current level 

of cooperation in the future.  

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? 

EPA's Good Laboratory Practice Standards (GLPS) compliance monitoring program 

ensures the quality and integrity of test data submitted to the Agency in support of a 

pesticide product registration under the Federal Insecticide, Fungicide and Rodenticide 

Act (FIFRA). The GLP Program monitors compliance with the applicable regulations; 

40 CFR Part 160 and 40 CFR Part 792. 

EPA’s test guidelines are harmonized with those established by the Organisation for 

Economic Co-operation and Development (OECD). EPA works closely with other 

government agencies and with other countries through the OECD to facilitate the 

harmonization of test guidelines. Harmonized test guidelines reduce the burden on 

chemical producers and conserve scientific resources, including the minimal use of 

laboratory test animals. They also form a basis for work sharing and cooperation among 

all OECD countries. All harmonized OECD test guidelines fall under the OECD Mutual 

Acceptance of Data decision, which calls for acceptance for regulatory use by all OECD 

member nations. 

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? 

Public participation is vital to the effective registration and registration review of 

pesticides. All interested individuals and groups are equally welcome to participate in 

our multiple opportunities for public comment, which are established in the registration 

and registration review processes. For more information on how stakeholders can 

participate see the Public Participation Process for Registration Actions and the 

https://www.epa.gov/pesticide-registration/public-participation-process-registration-actions


 

Opportunities to Participate in Pesticide Reevaluation. EPA has policies in place which 

strive to provide meaningful public engagement while also protecting confidential 

business information. 

Another way we ensure the inclusion of stakeholders in our scientific and policy 

decisions is by consulting our federal advisory committees. The Pesticide Program 

Dialogue Committee, in particular, is a representative federal advisory committee. 

Representative members are selected to represent the points of view held by specific 

organizations, associations, or classes of individuals. EPA considers candidates from 

pesticide user, grower and commodity groups; consumer and environmental/public 

interest groups; farm worker organizations; pesticide industry and trade associations; 

State, local and Tribal governments; Federal government; academia; the general public; 

and public health organizations.  

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? 

FIFRA requires that all pesticides that will be sold or distributed in the United States be 

registered (licensed) by EPA to ensure that they do not cause "unreasonable adverse 

effects on man or the environment". FIFRA defines unreasonable adverse effects as "any 

unreasonable risk to man or the environment, taking into account the economic, social, 

and environmental costs and benefits of the use of any pesticide." Pesticides may pose 

some risk because they are meant to kill or control insects, weeds, rodents, and other 

pests. But even though pesticide use entails some risk, pesticides provide substantial 

benefits to society. Hence, FIFRA requires EPA to balance these risks and benefits in 

the pesticide decision making process. In order to be able to balance risks and benefits, 

EPA conducts complex risk and benefits assessments that employ the best scientific and 

economic analyses currently available.  

FIFRA provisions related to the registration of minor uses provide incentives to 

pesticide companies to register minor uses of pesticides. For example, EPA under 

FIFRA offers 100% fee waivers to federal/state agencies and IR-4 submissions that meet 

criteria specified in FIFRA. IR-4 is a federally funded program established in 1963 to 

conduct the research necessary for obtaining registrations of pest control agents needed 

to grow minor crops. IR-4 works with farmers, agricultural scientists, and extension 

personnel to conduct research and petition the Environmental Protection Agency (EPA) 

for tolerances for specific pesticides.  The IR-4 program has grown to include biological 

pest control agents and biochemicals, which are important in the implementation of 

Integrated Pest Management (IPM). 

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?    

EPA’s re-evaluation procedure is discussed in detail in response to question 3, please 

refer to question 3.  

https://www.epa.gov/pesticide-reevaluation/opportunities-participate-pesticide-reevaluation


 

In response to the additional question pertaining to cancellations, FIFRA provides a 

process for cancellation or suspension of pesticides in Section 6 of FIFRA. EPA may 

seek to cancel a pesticide registration if it appears that the pesticide does not comply 

with FIFRA or, when used in accordance with widespread and commonly recognized 

practice, the pesticide generally causes unreasonable adverse effects on the environment.  

Initiating a cancellation proceeding affords the registrant an opportunity for an 

administrative hearing.  Cancellation may also be initiated for failure to meet the 

conditions of a conditional registration or requested voluntarily by the registrant.  

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

The US EPA regulates pesticides under authority granted in FIFRA. EPA monitors the 

use of EPA-registered products through its inspection authority and its relationship with 

our co-regulators, the states, and also through cooperative agreements.   

FIFRA prohibits the use of any EPA-registered pesticide in a manner that is inconsistent 

with its labeling. Most states in the U.S. have the primary enforcement responsibility for 

such use violations, and the type of enforcement response and the amount of penalties 

assessed, if any, varies from state to state. EPA may also enforce against pesticide 

misuse directly. The enforcement response available under FIFRA that EPA would 

typically select in the case of pesticide misuse may be a notice of warning, a stop sale, 

use or removal order, and/or the assessment of civil penalties. 

The National Pesticide Program implements a strategy to protect people and ecosystems 

that may be exposed to pesticides, through its pesticide product registration and 

registration review program, outreach, technical assistance, and compliance and 

enforcement programs. Achieving these protective outcomes requires collaborative 

efforts by citizens, pesticide users, states, tribes, territories, regions, EPA’s Office of 

Pesticide Program (OPP), EPA’s Office of Enforcement and Compliance Assistance 

(OECA), and other partners. As co-regulators, states, tribes and territories serve an 

essential role as the EPA’s “eyes and ears” on the ground to identify pesticide concerns; 

to provide EPA feedback from the field to determine if intended risk mitigation 

measures are effective; to monitor compliance with the regulated community; and to 

take appropriate enforcement action when necessary. 

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 would shift from the economic operator who benefits 

from the approval to the regulatory authority. Do you concur with this view? 

EPA has regulations and practices in place to help ensure that registrant-developed data 

represent sound science. The Good Laboratory Practice Program referenced in answer to 

question 23 is one example. Additionally, the EPA developed an extensive set of 

guidelines and protocols that applicants and registrants use in developing required data. 

Once studies are submitted to the Agency, EPA scientists conduct extensive analysis of 

the raw data to ensure that the design of the study is appropriate and that the data are 



 

collected and analyzed accurately. In addition to registrant-submitted studies, EPA 

scientists review pesticide studies from peer-reviewed scientific journals and data from a 

wide variety of sources when they are available. In doing so, agency scientists identify 

hazards and characterize risks using the best data available for their review. For more 

information, see the Guidance for Identifying, Selecting and Evaluating Open Literature 

Studies at www.epa.gov/pesticides/science/literature-studies.html. Ultimately, the 

agency looks at all the studies to decide what the preponderance of evidence shows. 

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? 

Please refer to the response to question number 11. 

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

EPA evaluates the potential for endocrine disruption through the Endocrine Disruptor 

Screening Program. The Endocrine Disruptor Screening Program (EDSP) uses a two-

tiered approach to screen pesticides, chemicals, and environmental contaminants for 

their potential effect on estrogen, androgen and thyroid hormone systems. The EDSP is 

mandated to use validated methods for the screening and testing chemicals to identify 

potential endocrine disruptors, determine adverse effects, dose-response, assess risk and 

ultimately manage risk under current laws. These methods or assays allow EPA to 

identify and characterize the endocrine activity (specifically, estrogen, androgen and 

thyroid) of pesticides, commercial chemicals, and environmental contaminants.  

31. Are all animals used in toxicity tests adult? 

EPA evaluates all data received to support pesticide applications, which may include 

results from testing performed on adult and non-adult animals.  

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

trade agreement with your country? 

EPA’s test guidelines are harmonized with those established by the OECD. EPA works 

closely with other government agencies and with other countries through the OECD to 

facilitate the harmonization of test guidelines. Harmonized test guidelines reduce the 

burden on chemical producers and conserve scientific resources, including the minimal 

use of laboratory test animals. They also form a basis for work sharing and cooperation 

among all OECD countries. All harmonized OECD test guidelines fall under the OECD 

Mutual Acceptance of Data decision, which calls for acceptance for regulatory use by all 

OECD member nations. In addition, EPA may have bilateral agreements with some 

countries for mutual acceptance of data.  

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? 

Active substance registration is a dynamic process and there are numerous reasons—

agronomic, economic, regulatory, political—why pesticide registration status may vary 

across countries.  

http://www.epa.gov/pesticides/science/literature-studies.html


 

EPA periodically develops reports that provide economic profile information on the 

pesticide producing and pesticide using sectors in the US. These reports contain 

information estimating the quantities of active ingredients used and sold in the US. This 

information is available at https://www.epa.gov/pesticides  

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

you make use of Codex Alimentarius?  

In making its Maximum Residue Limit (MRL) decisions, EPA seeks to harmonize U.S. 

MRLs, also referred to as tolerances, with international standards whenever possible, 

consistent with U.S. food safety standards and agricultural practices. EPA considers the 

international maximum residue limits (MRLs) established by the Codex Alimentarius 

Commission (Codex), as required by the Federal Food Drug and Cosmetic Act 

(FFDCA) section 408(b)(4). EPA may establish a tolerance that is different from a 

Codex MRL; however, FFDCA section 408(b)(4) requires that EPA explain the reasons 

for departing from the Codex level. For a better understanding of how EPA assess 

exposure to pesticides in food information can be found in our dockets:  

https://www.regulations.gov/document?D=EPA-HQ-OPP-2007-0780-0001  

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

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

Under section 408 of FFDCA, EPA is responsible for regulating the amount of pesticide 

residues that can remain in or on food or feed commodities as the result of a pesticide 

application. A tolerance is the maximum residue level of a pesticide (usually measured 

in parts per million, or ppm) that legally can be present in food or feed, regardless of 

whether the food or feed originates in the US or is imported from a foreign country. If 

residues of a pesticide exceed the established tolerance, or no tolerance has been 

established, the crop is considered adulterated and may be seized by the U.S. Food and 

Drug Administration (FDA). 

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? 

Under EPA’s Scientific Integrity Policy, EPA strengthens the actual and perceived 

credibility of Agency science by ensuring that the selection of candidates for scientific 

positions is based primarily on their scientific and technological knowledge, credentials, 

experience, and integrity; ensuring that scientific studies used to support regulatory and 

other policy decisions undergo appropriate levels of independent peer review; setting 

clear standards governing conflicts of interest; and adopting appropriate whistleblower 

protections.  

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?  

Data requirements for pesticide registration actions are found in the Code of Federal 

Regulations at 40 Code of Federal Regulations (CFR) Part 158. These regulations 

provide us with substantial discretion to make registration decisions on the basis of what 

https://www.epa.gov/pesticides
https://www.regulations.gov/document?D=EPA-HQ-OPP-2007-0780-0001


 

we determine to be the most relevant and important data for each action. The studies 

required under Part 158 provide the scientific basis for characterizing the potential risks 

associated with pesticide exposure and may include data needed for product chemistry, 

product performance, toxicology, ecological effects, and human exposure among others. 

Scientists determine the need for all studies, including neurotoxicity and immunotoxicity 

studies, based on data that Agency has and the product uses of an active ingredient. 

Please see the response to question 13 for EPA’s use of DCIs to cover data gaps. For 

more information on pesticide data requirements in the 40 CFR, see 

https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration. 

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? 

The United States has robust regulatory, training, certification, and enforcement 

programs in place to ensure that pesticides are applied safely and in accordance with 

approved labels, both at the Federal and State levels.  

39. Why are you continuing to authorise Glyphosate while it is a controversial issue 

and a potentially dangerous substance? 

In the US, the re-evaluation of glyphosate is ongoing. EPA’s draft human health risk 

assessment evaluated dietary, residential/non-occupational, aggregate, and occupational 

exposures. This included an in-depth review of the glyphosate cancer database, 

including data from epidemiological, animal carcinogenicity, and genotoxicity studies.  

All the evidence used, and EPA’s weight-of-evidence approach is summarized in the 

human health draft risk assessment and associated documents.  

In the draft ecological risk assessment, EPA used the most current risk assessment 

methods, and completed a comprehensive evaluation of the potential effects of 

glyphosate exposure on non-target organisms. Full details on the evidence used as well 

as the EPA’s methods for estimating them, can be found within the ecological risk 

assessment.  

EPA expects to release a proposed regulatory decision for glyphosate in 2019. 

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

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

draw conclusions from that on their respective authorisation procedures? 

EPA’s risk assessment for glyphosate was conducted independently of any other 

organization.  EPA’s cancer classification for glyphosate is based on a weight-of-

evidence evaluation in accordance with the Agency’s 2005 Guideline for Carcinogen 

Risk Assessment. The dataset considered by EPA included studies submitted for 

registration of glyphosate, as well as studies identified in the open literature as part of a 

systematic review. EPA is confident in its risk assessment and its conclusion that 

glyphosate is not likely to be carcinogenic to humans.   

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

business confidentiality. What is your policy on the subject? 



 

Section 10 of the US Federal Insecticide, Fungicide, and Rodenticide Act provides 

applicants with the ability to claim information as confidential, and requires EPA to 

protect information, which, in the Administrator’s judgment, is entitled to confidential 

treatment. 

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

while retaining current yields? 

It is unclear what is meant by “clean technologies” in the context of pest management. 

EPA supports Integrated Pest Management (IPM) approaches, which take advantage of 

all appropriate pest management strategies, including the judicious use of pesticides. 

Using IPM, preventive pesticide application is limited because the risk of pesticide 

exposure may outweigh the benefits of control, especially when non-chemical methods 

provide the same results. EPA also engages with a wide variety of stakeholders on 

emerging pesticide issues and technologies, including non-chemical alternatives. In 

addition, see our response to question 8.  

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? 

EPA follows established procedures to avoid and prevent employee conflicts of interests 

from happening and to preserve the integrity of our mission, programs and policies. The 

Principles of Scientific Integrity set forth the Agency’s commitment to conducting 

science objectively, presenting results fairly and accurately, and avoiding conflicts of 

interest. Consistent with the EPA’s Principles of Scientific Integrity, the Agency’s 

Scientific Integrity Policy reaffirms the expectation that all Agency employees, 

including scientists, managers, and political appointees, regardless of grade level, 

position, or duties:  

 Ensure that the Agency’s scientific work is of the highest quality, free from 

political interference or personal motivations. 

 Represent his/her own work fairly and accurately. 

 Appropriately characterize, convey, and acknowledge the intellectual 

contributions of others. 

 Avoid conflicts of interest and ensure impartiality. 

 Be cognizant of and understand the specific programmatic statutes that guide 

their work. 

 Welcome differing views and opinions on scientific and technical matters as a 

legitimate and necessary part of the scientific process. 

 Accept the affirmative responsibility to report any breach of this Scientific 

Integrity Policy. 

 

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 

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? 

 


