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Introduction
This document provides guidance for registrants seeking to register Minimum Risk

Pesticides under FIFRA section 25(b) with the Oregon Department of Agriculture
(ODA). These products are exempt from EPA registration but must be reqgistered in

Oregon and comply with relevant federal and state laws.

Registration Requirement
Every pesticide product must be registered with the Oregon Department of Agriculture

(ODA) prior to sale and distribution in Oregon.! This includes pesticides exempt from
federal registration per Section 25(b) of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), as amended, and 40 CFR 152.25(f). Hereafter, such products
will be called “25(b)s.”

A 25(b) must be registered with ODA before it may be sold, offered for sale, or
distributed in Oregon.? This registration must be renewed annually and must be
maintained until the product is no longer in the channels of trade in Oregon.?

To register a 25(b), the applicant must submit a copy of the proposed marketplace
labeling (i.e., the labeling that will be affixed to the product container) and must pay the
ODA application fee. ODA will review the proposed market label for compliance with 40
CFR 152.25(f), ORS 634 and OAR 603-057. ODA does not currently require applicants
to submit data in support of a 25(b) reqgistration application.

Companies with an active Pesticide Product Registration (PPR) number may apply for
a new 25(b) registration through MyLicense.* A company without an active PPR
number must apply for a new product registration using a paper PPR application,
available at https://oda.direct/HowToReaqister.
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Tip for MyLicense users: When submitting any new product application, MyLicense will
require you to submit two document types: “Product Label” and “EPA
Stamped/Accepted Label.” Since a 25(b) would have no corresponding EPA label, just
submit the market label twice, once with file designation “Product Label” and once with
file designation “EPA Stamped/Accepted Label.”

Composition Requirements
To be exempt from federal registration under FIFRA Section 25(b), a pesticide product

is limited in the ingredients it may include. A 25(b) may only contain the active
ingredients listed in 40 CFR 152.25(f)(1) and inert ingredients listed in 40 CFR
152.25(f)(2)(i-iv).

Before any pesticide ingredient may be used on food, food or feed crops, or on food
contact surfaces, EPA must either establish a tolerance or tolerance exemption for the
ingredient on that food/crop/site. EPA has established tolerances or tolerance
exemptions for some, but not all, active and inert ingredients eligible for inclusion in a
25(b). See the “Food, Feed and Food Contact Surface Claims” section for more
information. Important: A tolerance exemption for an ingredient does not mean the
ingredient is allowed in 25(b) products. Ingredients allowable in 25(b)s must be
included in 40 CFR 152.25(f).

Labeling Requirements
Product Identity: (listed on front panel)

* The product name must be clear and consistent throughout the label and must
not be false or misleading.
e The product must be labeled with net weight or volume of contents.
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Ingredients Statement (listed on front panel)
e The label must list all active ingredients by their label display name and
percentage by weight.® The active ingredients should be listed in descending

order of percentage by weight.

e The label must list all inert ingredients by their label display name.” While the
percentage by weight of each inert ingredient does not need to be stated, the
ingredients should be listed in descending order of percentage by weight.

e The label must provide the total percentage by weight of inert ingredients.

e The total percentage by weight of active and inert ingredients must equal 100%,
and this must be stated on the label.

Additional Front Panel Statements
o “Keep Out of Reach of Children”
e Signal word for the product.

First Aid Statement
e Labels should include an appropriate First Aid section with instructions for what

to doin case of accidental exposure.

Precautionary Statements and Environmental Hazards Statements
e The label should clearly communicate the toxicity, irritation, and sensitization
hazards associated with use of, or exposure to, the product, if applicable.
e The label should clearly communicate potential hazards to humans and
environment due to use, storage, transport, or spill of the product, if applicable.
e These statements may also include safe handling instructions or necessary

personal protective equipment for handlers, mixers, loaders, and applicators.

Directions for Use
Each pesticide must be labeled with adequate and necessary directions for the
pesticide product’s proper and intended use.® The label must clearly specify:

e Target pests.
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o The label must specify which pests the product controls, for example:
“Kills aphids, mites, powdery mildew, and orange rust.” Broad statements,
such as “kills many insects,” without providing a specific list, may imply a
misleading range of effectiveness. Similarly, non-exhaustive lists may
imply the product can be used against more pests than are specified on
the label but are unknown to the applicator.

o A 25(b) cannot claim to control or mitigate microorganisms that pose a
threat to human health or claim to control insects or rodents carrying
specific diseases.’ For example, the label of a 25(b) may claim “controls
mosquitos,” but not “controls mosquitoes that carry West Nile virus.”

e Usessites. These must be specifically listed. Non-exhaustive lists are not
acceptable as use of the product on specific sites will not be clear to the
applicator.

e Application methods, rates, dilutions, and equipment.

e Any applicable use restrictions or restrictions to protect humans, animals, or the
environment.

e Ifthe productincludes chemigation uses, the label must include directions for
chemigation.

e Storage and disposal instructions that specify storage of the pesticide and
disposal of any unused pesticide and the empty container.

¢ QR codes or website links cannot be used in lieu of including use directions
directly on, or securely affixed to, the product container.

FIFRA Exempt Statement
The label should state that the product is exempt from federal reqgistration under

FIFRA. Examples of acceptable label statements include:
e “This product is exempt from registration with the U.S. Environmental
Protection Agency under FIFRA section 25(b).”
e “This product qualifies for exemption under FIFRA section 25(b) as a minimum
risk pesticide.”

Company Information

940 CFR 152.25(f)(3)(ii).



The label must state the name, street address plus ZIP code, and telephone number of

the producer or company for whom the product was produced.'

If the name on the label is not the producer, qualify it with phrases such as:
o “Packaged for [Name]” or
o “Distributed by [Name].”

Label Statements and Prohibited Claims

Public Health Related Claims "

The label may not have claims to control or reduce organisms that pose a threat
to human health. The label may not have claims or imply that the product
sterilizes, disinfects, sanitizes, kills germs, prevents infection, stops the spread
of germs or diseases, controls or remediates mold, or other similar claims.

The label may not have claims to control or reduce insects, rodents, or microbial
pests in a way that links the pests with any specific disease. For example, the
label may not claim “controls mosquitoes that can transmit malaria” but may
claim “controls mosquitoes.”

False or Misleading Claims "2

The product label must not include any false or misleading statements. Examples

include, but are not limited to:

False or misleading statements about the composition of the product, or the
active or inert ingredients.

False or misleading comparisons with other pesticides or devices.

False or misleading statements about the safety of the product.

False or misleading graphics implying a use that is not permitted.

Claims that the product is “chemical-free,” “pesticide-free,” or “non-toxic.”

The label may not have symbols implying safety or non-toxicity, for example, the
caduceus, “clinically proven,” or “scientifically proven.”

Non-specific claims such as “repels bugs” or “kills all insects” may imply a
misleading range of the product’s effectiveness. Claims such as “kills insects and
plant diseases as listed,” with the specific pest list on the label, may be
acceptable.

°40 CFR 152.25(f)(3)(iii)
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e Claims that imply review or endorsement by any federal agency. This includes
statements such as “it is a violation of federal law to use this product in a
manner inconsistent with its labeling,” “EPA registration number,” “EPA
establishment number,” or “Recommended by EPA.”

e The label may not reference the Worker Protection Standard (WPS) because
25(b)s are not subject to the requirements of FIFRA. The label may include PPE
and Restricted Entry Interval requirements, if applicable, under the
Precautionary Statements section.

e The producer, or company for whom the product was produced, may not make
any false or misleading claims on their website or other advertising materials
(i.e., labeling) for the product.

Safety Claims

Claims relating to the safety of the product must be qualified with “when used as
directed”
e Safety claims include statements such as “safe and effective,” “safe to use
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around family or pets,” “safe to use around home,” “bee safe,” or “safe.”

Organic Claims

e A 25(b) may not use the EPA 3-leaf organic logos. This logo is limited to use by
federally registered pesticide products that have been authorized for such use
through the EPA label amendment process™.

¢ Unqualified “organic” claims are not acceptable.

e The USDA Organic logo is limited to use by National Organic Program (NOP)
certified producers of NOP certified agricultural products, and any other use of
the term “organic” must also comply with applicable NOP requirements (see
additional points below).

e Organic claims on inputs are subject to verification by ODA. The claims must be
supported by review from accredited Material Review Organizations such as
OMRI, WSDA, or CDFA. Acceptable organic claims may include:

o “For usein organic production”

3 https://www.epa.gov/pesticide-registration/clarification-pr-notice-2003-1



o “Forusein organic gardening”
o “OMRI listed”
o WSDA Organic Input Material List claims, or
o Other USDA-accredited Material Review Organization seals and their
acceptable language.
¢ Identification of individual ingredients as organic may be allowed only where
consistent with applicable NOP' labeling requirements and certification
requirements.
e For questions regarding compliance with the NOP, visit the USDA Organic

Labeling FAQ'™ page or contact: certification@oda.oregon.gov.

Pollinator Claims

e Claims such as “bee safe” must be qualified with “when used as directed.”

e Claims such as “pollinator safe” may not be acceptable since they can be
misleading. Pollinators include bees, flies, butterflies, and even birds and bats. If
toxicity studies were only conducted on workers of Apis mellifera, then the
“pollinator safe” claim will need to be revised to “bee safe.”

e Colony Collapse Disorder (CCD) is a complex phenomenon, and no single cause
has been proven. Therefore, ODA will not allow any claim suggesting a product
does or does not contribute to CCD. Statements such as “Treated fields will not
contribute to colony collapse of honeybees” or “this product does not contribute
to colony collapse of honeybees” are not acceptable.

Food, Feed, and Food Contact Surface Claims

Before any pesticide ingredient may be used on food, food or feed crops, or on food
contact surfaces, EPA must either establish a tolerance or tolerance exemption for the
ingredient on that food/crop/site.'’* EPA has established tolerances or tolerance
exemptions for some, but not all, active and inert ingredients eligible for inclusion in a
25(b).

" https://www.ecfr.gov/current/title-7/part-205/section-205.101#p-205.101(d)
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Tolerances can be use-site specific. For example, some ingredients may have an
established tolerance or exemption only for certain growing crops. Other ingredients
may have an exemption for any food-use site. In order for a 25(b) to have food crops,
feed crops, or food contact surfaces on the label, the ingredients must be both
acceptable for use in a 25(b) according to 40 CFR 152.25(f) and have an established
tolerance or tolerance exemption for the use sites on the product label. To determine
whether an ingredient listed at 40 CFR 152.25(f)(1) or 40 CFR 152.25(f)(2) has had a
tolerance established or has been exempted from tolerance requirements, consult 40
CFR180.

e Ifone or more ingredients in the product lack an established tolerance or
tolerance exemption:

o The label must not list, or imply the product can be applied to, food, food
or feed crops, or food contact surfaces.

o Depending on the use sites on the label, a statement such as “Not for use
on food or feed crops” or “Not for use on food contact surfaces” may be
required if the use sites are similar to, or may be confused with, food or
feed uses. For example, if a product includes “gardens” as a use site, the
statement “Not for use on food or feed crops or plants” may be required
since gardens can include edible plants.

e Cannabis (marijuana and hemp) is a food crop in Oregon, therefore all
ingredients in products that are labeled for use on cannabis, or marijuana
specifically, must have tolerance exemptions. For products specifically labeled
for hemp, but not marijuana, the ingredients must either have an established
tolerance for hemp or a tolerance exemption.

Fertilizer, Animal Feed, and Animal Health Claims
e |f a product label makes fertilizer, mineral, agricultural amendment, animal feed,

or animal health claims, the product may need concurrent registration with other
programs at ODA. Registration and labeling requirements of those programs
would need to be followed.

e Biostimulant claims, or “biostimulant” as part of the product name must also
comply with the ODA Fertilizer Program’s requirements for use of the term.

e Additionally, claims that relate to a products’ use as an animal or human drug
may fall under the requlatory authority of the Federal Drug Administration or
other agencies, and registration and labeling requirements of those agencies



may apply. Generally, products that are requlated as animal or human drugs are
not pesticides, and thus the registration exemption for minimum risk pesticides
does not apply to these products.

Checklist for Registrants
e Product Name (front panel)

e Net weight or volume (front panel)

e Ingredients Statement (front panel)

o “Keep Out of Reach of Children” (front panel)
e Signal Word (front panel)

e First Aid
e Precautionary Statements
e PPE

e Directions for Use

e Storage and Disposal Statement
e FIFRA Exempt Statement

e Company Information

Resources

EPA Minimum Risk PesticidesWebpage'

Minimum Risk Pesticides Active Ingredients: 40 CFR 152.25(f)(1)®
Minimum Risk Pesticides Inert Ingredients: 40 CFR 152.25(f)(2)"
Specific Tolerances: 40 CFR Part 180 Subpart C2°

Tolerance Exemptions: 40 CFR Part 180 Subpart D2
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% https://www.ecfr.gov/current/title-40/chapter-l/subchapter-E/part-152/subpart-B/section-152.25#p-
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