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Introduction

Goal

Address an identified gap in industry knowledge of biopesticide
regulations in key U.S. export markets.

Report Funding

Funded through the Washington State Specialty Crop Block Grant
administered by the WSDA and made possible by the USDA.

Methodoloqgy

The report Is based on extensive desk research and numerous in-
country interviews with regulatory authorities and experts in the field.




Key Report
Questions

How does the country define a
biopesticide?

What regulations apply to
biopesticides In the country?

Which authorities are responsible for
biopesticide approval and MRLs?

What Is the biopesticide approval
process?

What are the regulations regarding

MRLs for biopesticides?




Codex Alimentarius

Biopesticide Definitions Biopesticide MRL Exemptions

Guidelines for the Recognition of Active Substances or Authorized Uses of Active Substances of Low
W ACtIVG Ingredlents derlved from elther Vlable or non- Public Health Concern That Are Considered Exempted From the Establishment of Maximum Residue

Limits or Do Not Give Rise to Residues

viable microorganisms, such as bacteria, protozoa, fungi, and viruses.

. . e : . : 1. Active ingredients without hazardous properties identified.
Botanical Pesticides: Active ingredients derived from plants, obtained by bl IOl Pt Al i

2. Active ingredients for which it is not possible to differentiate

processing methods such as crushing, distillation, and/or extractions between the exposure associated with use as a pesticide with

Semiochemical Pesticides: Active ingredients that are substances environmentally relevant exposure levels or other uses in the
food.

emitted by plants, animals, and other organisms that evoke a behavioral
3. Active ingredients for which no consumer exposure linked to the

response in target species. e
mode of application is foreseen.

4. Microorganisms that are not of human or animal health concern.



https://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FStandards%252FCXG%2B97-2022%252FCXG_097e.pdf
https://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FStandards%252FCXG%2B97-2022%252FCXG_097e.pdf
https://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FStandards%252FCXG%2B97-2022%252FCXG_097e.pdf

Australia

Biopesticide Definitions Biopesticide MRL Exemptions

1. Biological Chemicals: biologically derived chemicals with indirect toxicity  Active Ingredients exempt from MRLs are published in Table 5 of
Agricultural and Veterinary Chemicals (MRL Standard for Residues

of Chemical Products) Instrument 2023.

or a mode of action other than direct toxicity.

Plant and Other Extracts: unpurified or partially purified extracts derived
from plants or other organisms. Notable Market Characteristics

« Import tolerance (IT) requests typically go through FSANZ
and are published in Schedule 20. However, FSANZ is
modified micro-organisms. unable to harmonize IT exemption requests.

3. Microbial Agents: products derived from naturally occurring or genetically

« Biopesticide guidance documents emphasize a flexible case-
by-case approach to evaluation.

4. Other Living Organisms: products comprised of either living plants or

animals, such as microscopic insects or other plants/animals.


https://www.apvma.gov.au/registrations-and-permits/data-requirements/agricultural-data-guidelines/biological#:~:text=3.1.%20Group%201%3A%20biological%20chemicals
https://www.apvma.gov.au/registrations-and-permits/data-requirements/agricultural-data-guidelines/biological#:~:text=3.2.%20Group%202%3A%20plant%20and%20other%20extracts
https://www.apvma.gov.au/registrations-and-permits/data-requirements/agricultural-data-guidelines/biological#:~:text=3.3.%20Group%203%3A%20microbial%20agents
https://www.apvma.gov.au/registrations-and-permits/data-requirements/agricultural-data-guidelines/biological#:~:text=3.4.%20Group%204%3A%20other%20living%20organisms
https://www.legislation.gov.au/F2023L01350/latest/versions
https://www.legislation.gov.au/F2023L01350/latest/versions
https://www.legislation.gov.au/F2015L00468/latest/text
https://www.apvma.gov.au/registrations-and-permits/data-requirements/agricultural-data-guidelines/biological

Canada

Biopesticide Definitions Biopesticide MRL Exemptions

1. Microbial Pesticides: naturally occurring and genetically modified living ~ Active Ingredients exempt from MRLs are published in Canada’s

. . Pesticide Product Information Database.
microorganisms. N AU /RE [ T NN PR AN /RN T P, i

Semiochemicals: message-bearing substances produced by a plant or

animal, or a synthetic analogue of that substance that evoke a Notable Market Characteristics

Aligned closely with U.S. regulations, often collaborating with
the U.S. EPA to ensure a unified bilateral approach to pest
Non-Conventional Pest Control Products: substances used by the control and policy.

behavioral response.

general public for a variety of purposes that also have pesticidal The general/default MRL is set at 0.1 ppm.

properties.


https://www.canada.ca/en/health-canada/services/consumer-product-safety/reports-publications/pesticides-pest-management/policies-guidelines/regulatory-directive/2001/registration-microbial-pest-control-agents-products-dir2001-02.html
https://publications.gc.ca/Collection/H113-3-36E.pdf
https://www.canada.ca/en/health-canada/services/consumer-product-safety/reports-publications/pesticides-pest-management/policies-guidelines/registration-non-conventional-pest-control-products.html
https://pest-control.canada.ca/pesticide-registry/en/mrl-search.html

o
China
Biopesticide Definitions Biopesticide MRL Exemptions

Biochemical Pesticides (aka biopesticides) meet two criteria: Active Ingredients exempt from MRLs are published in Appendix B
_ " : _ of GB 2763 National Food Safety Standard for Maximum Residue
1. No direct toxicity to the target of control, while also serving some Limits and Pesticides in Foods — the latest 2021 Version Available

pesticidal function (adjusting growth, disturbing mating, etc.). through the Food and Agriculture Organization of the United Nations.

Notable Market Characteristics

« China does not currently have a formally established IT
system.

2. Active ingredients are natural compounds or, if artificially

synthesized, are the same structure as natural compounds.

Additionally, China has defined several subcategories of biochemical . BCI was unable to meet with the regulatory authority in
pesticide: Semiochemicals, Natural Plant and Insect Growth Regulators, China.

Plant Defense Activators, Microbial, and Botanical.


http://www.moa.gov.cn/nybgb/2017/dsq/201802/t20180201_6136196.htm#:~:text=2.17%20%E7%94%9F%E7%89%A9%E5%8C%96%E5%AD%A6%E5%86%9C%E8%8D%AF%EF%BC%8C%E6%98%AF%E6%8C%87%E5%90%8C%E6%97%B6%E6%BB%A1%E8%B6%B3%E4%B8%8B%E5%88%97%E4%B8%A4%E4%B8%AA%E6%9D%A1%E4%BB%B6%E7%9A%84%E5%86%9C%E8%8D%AF%EF%BC%9A
https://faolex.fao.org/docs/pdf/chn215904.pdf#page=396

European Union

Biopesticide Definitions Biopesticide MRL Exemptions

1. Microorganisms: Active ingredients derived from either viable or non- Active Ingredients exempt from MRLs are published in Annex IV of

. . : . . _ the EU Pesticide Database.
viable microorganisms, such as bacteria, protozoa, fungi, and viruses.

Semiochemicals: Active ingredients derived from plants, obtained by

processing methods such as crushing, distillation, and/or extractions Notable Market Characteristics
« Recent initiatives related to biopesticides.

Botanicals: Active ingredients that are substances emitted by plants,

i . : . * New Vision for Agriculture
animals, and other organisms that evoke a behavioral response in target J

species.



https://food.ec.europa.eu/document/download/ae787d28-356b-4e42-8c15-89ed8c91faf2_en?filename=pesticides_ppp_app-proc_guide_doss_semiochemicals_202401.pdf
https://food.ec.europa.eu/system/files/2016-10/pesticides_ppp_app-proc_guide_doss_botanicals-rev-8.pdf
https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/start/screen/mrls
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United Kingdom '

1. Microorganisms: Active ingredients derived from either viable or non- Active Ingredients exempt from MRLs are published in Part 4 of

. . : . . _ Great Britain’s MRL Statutory Register.
viable microorganisms, such as bacteria, protozoa, fungi, and viruses.

Semiochemicals: Active ingredients derived from plants, obtained by
processing methods such as crushing, distillation, and/or extractions Notable Market Characteristics

Post-Brexit, the UK remains broadly aligned with EU
pesticide regulations. As time passes, however, this may

animals, and other organisms that evoke a behavioral response in target change.

Botanicals: Active ingredients that are substances emitted by plants,

species. Northern Ireland is still subject to EU MRL requlations.



https://secure.pesticides.gov.uk/mrls/Main
https://www.hse.gov.uk/pesticides/mrls/mrls-in-northern-ireland.htm

Japan
Biopesticide Definitions Biopesticide MRL Exemption

Biopesticides are classified, broadly, as agricultural chemicals. That said,
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Active Ingredients exempt from MRLs are published in Positive List
System — Exempted Substances.

there are two

1. Microbial Pesticides: Active ingredients derived from either viable or non-

viable microorganisms, such as bacteria, protozoa, fungi, and viruses.

Natural Enemy Pesticides: Active ingredients derived from plants,

obtained by processing methods such as crushing, distillation, and/or

extractions

Notable Market Characteristics

Japan operates under a positive list system with a 0.01 ppm
MRL applied to chemicals for which an MRL is not
established.

As of April 2024, the Consumer Affairs Agency became the
competent authority on the regulation of MRLs in Japan.


https://www.ffcr.or.jp/en/positive-list-system---exempted-substances.html
https://www.ffcr.or.jp/en/positive-list-system---exempted-substances.html

South Korea

Biopesticide Definitions Biopesticide MRL Exemptions

Biopesticides are defined as such if they meet one of two criteria: Active Ingredients exempt from MRLs are published in Food

Standards and Specifications, p. 53 — 55.
1. Pesticides manufactured using living microorganisms, such as fungi,

bacteria, viruses or protozoa as active ingredients.

Notable Market Characteristics

« Korea operates under a positive list system with a 0.01 ppm MRL
applied to chemicals for which an MRL is not established.

Pesticides manufactured using organic or inorganic compounds
found in nature as active ingredients, including botanicals and

semiochemicals. « |T applications are reviewed on a first come, first served basis.

Data requirements vary based on whether the biopesticide has
previously been reviewed in South Korea.


https://www.law.go.kr/%EB%B2%95%EB%A0%B9/%EB%86%8D%EC%95%BD%EA%B4%80%EB%A6%AC%EB%B2%95
https://www.law.go.kr/%ED%96%89%EC%A0%95%EA%B7%9C%EC%B9%99/%EC%8B%9D%ED%92%88%EC%9D%98%20%EA%B8%B0%EC%A4%80%20%EB%B0%8F%20%EA%B7%9C%EA%B2%A9
https://www.law.go.kr/%ED%96%89%EC%A0%95%EA%B7%9C%EC%B9%99/%EC%8B%9D%ED%92%88%EC%9D%98%20%EA%B8%B0%EC%A4%80%20%EB%B0%8F%20%EA%B7%9C%EA%B2%A9

Taitwan

Biopesticide Definitions Biopesticide MRL Exemptions

1. Natural Products: Products containing natural ingredients that have not  Active Ingredients exempt from MRLs are published in Appendix

: j : Table 3 of Standards for Pesticide Residue Limits in Foods.
been chemically refined or synthesized.

2. Microbial Agents: Products that utilize microorganisms for plant
protection purposes. Notable Market Characteristics

« According to in-country interviews, Taiwan aims to align with
U.S. or EU regulations, rarely establishing divergent
been purified or synthesized by chemical methods, have a clear processes.

3. Biochemical Agents: Products whose natural active ingredients have

chemical structure, and do not directly poison animals as a prevention IT exemptions can be applied for but typically have a longer
review period if the biopesticide has not been reviewed.

and control mechanism.


https://consumer.fda.gov.tw/Law/Detail.aspx?nodeID=518&lang=1&lawid=127




Thank you!

Alinne Oliveira, Director of Global Access
Email: alinne.oliveira@bryantchristie.com
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Sign up for our e-newsletter (206) 292-6340 . (916) 492-7062


mailto:alinne.oliveira@bryantchristie.com
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