
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 Pest Management Regulatory Agency (PMRA) has the authority under the Pest
Control Products Act (PCPA) to approve the registration of pesticides, providing
that they have value and pose an “acceptable risk” to human health and the
environment. Pesticide manufacturers are required to submit detailed information
and scientific studies in support of a new active substance and its associated end use
product(s).

 The submitted data are reviewed by PMRA scientists in order to assess the risk and
value and provide decision making committees in the Agency with the necessary
risk management recommendations in order to make a regulatory decision.

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 - PMRA assesses both the active substances and the formulated products as the
use patterns of these products are an integral part of the determination of risk and
value.

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 timelines for evaluation (“pre-market”) are specified in the PMRA Management
of Submissions Policy, and can range from 17 days to 737 days depending on the
type of application.

 Depending on the complexity of the issues associated with a given pesticide, re-
evaluations should range from 2-4 years, according to a new process put in place in
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November 2016.  However, historically re-evaluations are typically between 4-6
years or longer depending on the complexity of the review.

 The breadth and depth of the re-evaluation is dependent on the complexity of the
issues associated with a given pesticide.

 Re-evaluations are not conducted based on a request. Under the PCPA, PMRA is
required to initiate re-evaluations for each pesticide on a 15-year cycle. There are
also provisions for the public to request a Special Review.

 There are no specific fees associated with re-evaluations, review costs are covered
by the pesticide program budget.

 The costs of pre-market evaluation are shared between the applicant and the PMRA;
pre-market application fees are set in the Pest Control Products Fees and Charges
Regulations, and represent approximately 30% of the total cost of evaluating a
pesticide application. Depending on the type of application, the total fee paid by the
applicant can range from a base fee of $1156 CDN  to more than $400,000 CDN for
a package including one active ingredient and as many as five end-use products.

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?

 Pesticides are typically registered for five years and require renewal to maintain
registration.  Re-evaluations of registered pesticides occur every 15 years.

 The PMRA applies internationally accepted risk assessment methods and guidelines
(i.e., OECD) as well as current risk management approaches and policies.

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?

 Health Canada approved labels of registered pest control products convey
information to the user with regard to use directions and precautions.

 Consultation documents, including detailed risk assessment and risk management
proposals are published on the internet for all proposed and final decisions for all
pesticides in both official languages.

 Summary pages for such decisions are written in plain language.

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?

 Registrants (manufacturers) are responsible for submitting required studies towards
registration of a pesticide according to internationally accepted guidelines (i.e.,
OECD, GLP).

 Onus is on registrants to demonstrate safety

 Industry finances these required studies.
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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?

 Health Canada’s PMRA must publish complete risk assessment and risk
management proposals for public consultation.

 The scientists which are employed by Health Canada are hired based on a
competitive process, which includes reference and background checks.  All
employees of the public service in Canada are required to adhere to the Value and
Ethics Code of the public service and follow the Policy on Conflict of Interest and
Post-employment.

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?

 PMRA deems biopesticides (including non-conventionals, microbials and
pheromones) as lower risk products and as such provides applicants an incentive in
terms of reduced fees and timelines and streamlined approach

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 particular provisions in place for small and medium-sized enterprises.
The PMRA provides a free of charge pre-submission consultation service to provide
guidance to any applicant who requests advice on the information required for an
application for product approval. In addition, applicants may apply for a reduction in
fees based on volume of sales, which can benefit small and medium-sized
enterprises.

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?

 Under Pest Control Products Regulations, the PMRA may register a pest control
product or amend the registration of a pest control product to permit its use, for a
period not exceeding one year, for the emergency control of seriously detrimental
pest infestations. The requests are sponsored by provincial or territorial authorities.
These registrations are not a tool for early or extended access to pesticides not
currently registered for that use.

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

 In cases where a product is coformulated with multiple distinct active substances the
risk presented by each substance is assessed individually.

 In cases where the active substance is a mixture of ingredients (eg: some essential
oils) the mixture is assessed as a whole.  The applicant is required to identify and
quantify the component active ingredients; however, risk assessments are conducted
for the mixture.
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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?

 In Canada, performance standards for the approval of new pesticides are defined in
policy, which we are required to meet under the Services Fee Act. However, the
PMRA is required to submit an annual report to Parliament, which includes a section
on performance.  The PMRA also routinely provides updates on performance to
stakeholders.

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?

 Applicants are notified in writing of any data gaps (under s.7(4) of PCPA) identified
during the approval process that must be addressed prior to making a regulatory
decision. Furthermore, the PMRA can also require submission of confirmatory post-
market data under s.12 of the PCPA.

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?

 In Canada pesticides are regulated at the federal level under the PCPA, administered
by Health Canada’s Pest Management Regulatory Agency, which conducts all
assessments. It is the only federal agency involved in approvals.

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?

 PMRA is not in a position to provide such an assessment. However, similar to the
EU’s Regulatory Fitness and Performance programme (REFIT) currently underway
for regulations on plant protection products and pesticide residues, PMRA regularly
looks at options and approaches to continually modernize pesticide regulation in
Canada, which includes studying best practices and lessons learned internationally.
For example, PMRA is interested in learning more about the EU’s processes for
renewing pesticide authorizations.

16. How would you assess the independence of the science based risk assessment and the
risk management in the EU system?

 PMRA is not in a position to comment on the independence of another regulator’s
science based risk assessment and risk management systems. The EU’s risk
assessment bodies are considered world class and highly professional.

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

 PMRA is not in position to suggest in what ways its procedures are more effective
than EU procedures; however, PMRA is interested in engaging in a constructive
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dialogue with the EU on modernizing risk assessment and risk management
approaches.

 PMRA notes that it will participate in the first in-person meeting of the International
Liaison Group for Methods for Risk Assessment of Chemicals in Food (ILMERAC),
hosted by the European Food Safety Authority (EFSA) in Parma, Italy in mid-
September 2018.

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

 The PMRA is required under the PCPA (s.17 (2)) to initiate a special review of the
registration of a pest control product when a member country of the Organisation for
Economic Co-operation and Development prohibits all uses of an active ingredient
for health or environmental reasons.

19. How do you handle the precautionary principle?

 The PCPA prohibits the import, manufacture, distribution or use of a pest control
product until the associated risks have been assessed and any required mitigation
measures established.  The Act also requires prevention of exposure to unacceptable
risks (not just those of a serious or irreversible nature), and therefore, is inherently
precautionary in nature. This prevention is achieved through the requirement for a
pre-market assessment prior to a product receiving a registration for use in Canada.

 As scientific knowledge continues to advance, mechanisms are needed to ensure the
continued acceptability of pest control products that are currently registered. For this
reason the PCPA mandates periodic re-evaluations – a reconsideration of past
decisions to ensure they continue to meet modern scientific standards.

 Uncertainty is managed through the use of conservative assumptions and applying
large margins of safety.

20. To what extent and in what way are research and innovation in new alternative plant
protection products promoted in your country?

 Health Canada’s PMRA does not have a research mandate.

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?

 Canada plays an active role in the OECD Working Group on Pesticides. The PMRA
is also an active participant in global joint reviews of new active substances.

 When re-evaluating an active substance, the PMRA takes into consideration recent
developments and new information on the status of a pesticide in other jurisdictions.
In addition, PMRA has a legislative requirement (s.17(2) of PCPA) to initiate a
special review of an active substance if an OECD member country prohibits all uses
of an active substance for health or environmental reasons.

22. In your opinion, what is the level of cooperation between OECD countries and how
should/could this level be improved in the future?
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 There is currently a good level of cooperation between OECD countries; but, there is
the potential for improvement.  Continued and expanded collaboration to harmonize
policies and tools, to increase information sharing and to develop measures for
increased work sharing would all contribute to improved cooperation and public
confidence.

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?

 Required studies that have been conducted following OECD guidelines, undergo a
thorough, independent analysis by Health Canada's scientists, and the data is
crosschecked between studies to ensure consistency. The studies are conducted
either by the applicants or by independent third party laboratories, and they are
conducted in compliance with internationally accepted study protocols and Good
Laboratory Practice. In addition, the laboratories are subject to independent audits to
ensure their reliability. Canada also plays an active role in the OECD Working
Group on Pesticides.

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?

 A commitment to transparency in pesticide regulation in Canada is mandated within
the PCPA.  With regard to confidential test data, the public has the opportunity to
inspect the confidential test data supporting the decision to register a new pesticide
active ingredient, or a major amendment, re-evaluation or special review of a
registered pesticide.  This is conducted through a “reading room” established by the
PMRA.

 Web documents are published for all proposed and final decisions for all pesticides
in both of Canada’s official languages. These describe in detail PMRA’s risk
assessments, risk management proposals, and the reasons for all decisions.

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?

 Under the PCPA, a pesticide can only be registered or remain registered for use in
Canada if any associated risks to health or the environment have been determined to
be acceptable.
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 For minor crops, Health Canada's PMRA works closely with Agriculture and Agri-
Food Canada (AAFC) on a minor use pesticide program. The program aims to
increase grower competiveness by improving access to new and effective crop
protection tools and technologies on low acreage, high-value crops, or, where pest
control is only needed on a small portion of the overall crop acreage.

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 re-evaluation considers data and information from pesticide manufacturers,
published scientific reports and other regulatory agencies. The PMRA applies
internationally accepted risk assessment methods as well as current risk management
approaches and policies.

 Under the PCPA, any time that new scientific data comes to light that provides
grounds to believe that the health and environmental risks of a pesticide are
unacceptable, a special review must be initiated.  A special review will also be
initiated if there is an OECD country decision to ban a pesticide for health or
environmental reasons. The scientific review process is similar to that conducted for
re-evaluations.

 Formulants identified as being of significant concern are subject to regulatory action
that may include their removal or substitution in the pesticide products or immediate
voluntary discontinuation or cancellation of the product registration.

 Cancellation of pesticides can also occur as a result of a re-evaluation or special
review due to risks relating to health or the environment.  If risks are not considered
imminent and serious, existing stocks of the pesticides are phased-out following a
specific schedule within 3 years.  However, if risks are imminent and serious, an
expedited phase-out will be implemented.

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

 In Canada, pest control products are regulated under the Pest Control Products Act
(PCPA) to minimize risk to human health and the environment. The terms and
conditions to meet this requirement are specified during the registration process and
included on the product label. The information (e.g., instructions or restrictions for
use, precautions for storage, handling and disposal) on the labels reflects the
scientific studies that have been carried out on the product. The PCPA and its
regulations deal with the manufacture, possession, handling, storage, transport,
import, distribution, and use of pest control products.

 Consequently, registered pest control products must be used according to label
directions. Unregistered pest control products are not eligible for import, sale, use,
etc. in Canada.

 Our National Pesticide Compliance Program monitors compliance with the PCPA
through compliance promotion and inspections to ensure that only registered
products are used, and that they are used according to label directions. Using a risk-
based approach, activities are conducted each year in seven sectors: Registrant,
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Importation, Marketplace, Users, Re-Evaluation, Surveillance, and Complaints and
Inquiries.

 Under the PCPA, a suite of enforcement tools are available to address non-
compliance, including: education, enforcement letters, seizure and detention or
forfeiture, denial of entry of product into Canada, Compliance Orders, Notices of
Violation (NOVs) with warning or monetary penalty, and prosecution.

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?

 In Canada, entities that wish to register pest control products for use, manufacture,
sale, transportation or distribution are required to submit scientific information in
accordance with the requirements of the PCPA. PMRA has published a number of
documents that elaborate on these requirements in detail.

 Applicants and registrants are responsible for incurring all costs related to generating
these studies. PMRA charges fees for the review of this information. The revenue
generated by the fees charged by PMRA represents approximately one third of the
total budget for the pesticide program. Canada considers that the registration of
pesticides, following a rigorous scientific evaluation, is both a private and a public
benefit.

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?

 Acute, short and long-term studies, and special studies, such as genotoxicity,
carcinogenicity and multi-generation reproduction studies, are required for the active
substance. The toxicology assessment requires submission of acute studies for the
end-use product and this data is used to determine the acute hazard labelling
requirements for all the end-use products that are being proposed for market
authorization; however, depending on use pattern, short-term and other studies can
be requested.

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

 The potential effects on the endocrine system are evaluated to characterize what the
effects are, which includes determining if they are resulting from endocrine
disruption.

31. Are all animals used in toxicity tests adult?

 Typically the animal studies that are used for the health risk assessment are based on
studies conducted in adults; however, special studies, such as multigeneration
reproductive studies, are designed to determine whether there is sensitivity in the
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young through in utero, lactation and direct exposure (e.g., from diet in the post-
weaning stage and onwards) require the use of young animals.

 Having said that, the PMRA continues to work with regulatory partners to validate
and promote alternatives to animal testing, while also supporting the international
development and use of alternatives to animal testing through participation on
international scientific committees.

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

 In Canada, the principle of mutual recognition does not apply with respect to pest
control products; however, applicants may include information that is available from
a review or evaluation of a pest control product conducted by the government of
another member country of the OECD if the proposed use of the pest control product
in Canada would be under conditions similar to those under which the foreign
review or evaluation was conducted.

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?

 PMRA has not conducted such a comparative analysis. The decision to seek a
registration in any jurisdiction is driven by a number of factors, such as market
demand. It is normal for some active substances to be registered in one country and
not in another.

 PMRA is a proponent of regulatory cooperation, such as joint reviews, to increase
the likelihood of parallel registration in two countries or more.

34. How do you determine the maximum residue limit (MRL): is it set by you, or do you
make use of Codex Alimentarius?

 As part of the health risk assessment process prior to the registration of a pesticide,
PMRA must determine whether the consumption of the maximum amount of
residues that are expected to remain on food products when a pesticide is used
according to label directions, will not be a concern to human health. This maximum
amount of residues expected is then legally specified as a maximum residue limit
(MRL) under the Pest Control Products Act (PCPA).

35. What happens when imported products contain active substances that are not authorised
in your country, or exceed the MRL set in your country?

 All pest control products imported into Canada must be registered, under the PCPA
and its Regulations.

 Importation of these products is a violation of the PCPA and subject to enforcement
actions including denial of entry at the border, seizure or detention of the product(s),
orders to dispose or remove from Canada, and administrative monetary penalties.

 Maximum Residue Limits for agricultural products treated with pesticides are
enforced by the Canadian Food Inspection Agency (CFIA).
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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?

 Health Canada’s PMRA is a branch of Health Canada that includes three science-
based directorates.  These include; health evaluation, environmental assessment and
value.  There are over 300 scientists within these areas, the majority with advanced
degrees in various science disciplines including chemistry, toxicology, biology, and
environmental science, and all of whom have considerable experience in human and
environmental risk assessment.

 As mentioned above, the scientists which are employed by Health Canada are hired
based on a competitive process, which includes reference and background checks.
All employees of the public service in Canada are required to adhere to the Value
and Ethics Code of the public service and follow the Policy on Conflict of Interest
and Post-employment.

 Scientists are assigned to work on pesticide active ingredients based on expertise
and availability.

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?

 For the health risk assessment, the Agency uses the test guidelines developed by
OECD, WHO and those established by the US EPA. These guidelines include
protocols that assess the potential for neurotoxicity and immunotoxicity along with
the long-term effects and those that could occur during vulnerable periods of
development.

 When dealing with data gaps, the Agency can require applicants to submit
information and/or include a data-base uncertainty factor (3 to 10-fold) along with
the intra- and inter-species factor when calculating the point-of-departure.

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?

 PMRA is not in a position to comment on this, other than to concur that the EU’s
system ensures a high level of protection to human and animal health, and the
environment.

39. Why are you continuing to authorise Glyphosate while it is a controversial issue and a
potentially dangerous substance?

 After a re-evaluation of the herbicide glyphosate, Health Canada’s Pest Management
Regulatory Agency (PMRA), under the authority of the Pest Control Products Act
and Regulations, granted continued registration of products containing glyphosate
for sale and use in Canada.
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 An evaluation of available scientific information found that products containing
glyphosate do not present risks of concern to human health or the environment when
used according to the revised label directions.

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?

 In making its decision, PMRA assessed the potential human health risk of
glyphosate from drinking water, food, occupational and bystander exposure, as well
as the environmental risk to non-target organisms. PMRA also considered a large
number of comments and new data and information, which resulted in revisions to
some parts of the risk assessments, but did not result in substantial changes to the
proposed re-evaluation decision.

 Australia, the US, EFSA and ECHA also conducted their independent assessments
on the basis of risks to human health and the environment, taking into account both
hazard and exposure scenarios.

 To date, such risk assessments, which are all based on internationally accepted
OECD guidance documents, have resulted in similar conclusions.

41. EFSA and ECHA classify some information as confidential on the ground of business
confidentiality. What is your policy on the subject?

 The PCPA clearly defines confidential business information and confidential test
data.  It is the applicant’s responsibility to identify confidential business information,
which is not released to the public.  Confidential test data, however, are referenced
in public documents and may be released for public inspection in the “Reading
Room”, upon application at the PMRA offices located in Ottawa.

42. How do you foster innovation in clean technologies intended to replace pesticides while
retaining current yields?

 PMRA is not involved in fostering innovation in clean technologies.

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?

 In Canada, lobbying a public office holder is permitted, subject to a strong
framework set by Parliament under the Lobbying Act.

 As noted previously, all scientists employed by the PMRA are public servants for
the Government of Canada and are therefore subject to the Conflict of Interest Policy
and Values and Ethics Code as outlined in the Public Servants Disclosure Protection
Act.

 At PMRA, the review of pest control product submissions is driven strictly by
science; however, the public, which includes applicants and registrants, is free to
contact PMRA to discuss any issue related to PMRA’s mandate.


