DECISION MATRIX TO IDENTIFY HUHS PRODUCTS COVERED UNDER FDA CIRCULAR NO. 2020-025

PRODUCT PROPOSITION

1. Is the product a substance or mixture of substances that is intended for individual
or limited purposes and which is toxic, corrosive, an irritant, a strong sensitizer, is
flammable or combustible, or generates pressure through decomposition, heat or
other means, if such substance or mixture of substances may cause substantial injury
or substantial illness during or as a proximate result of any customary or reasonably
foreseeable ingestion by children, but shall not include agricultural fertilizer,
pesticide, and insecticide, and other economic poisons, radioactive substance, or
substances intended for use as fuels, coolants, refrigerants and the like?

NO
1. DEFINITION

Not HUHS

YES

2. Does the product contain volatile organic compounds and other hazardous
substances?

2.
COMPOSITION

NO

Not HUHS

YES

3. Is the product of public health concern*? Is it intended for application in inanimate
objects, excluding for medical devices, drug, veterinary, agricutural and
environmental use?

NO
3. MAIN
FUNCTION

Not HUHS

*consideration for Tattoo Dyes

YES

4. Is the product intended for general market distribution, excluding use as raw
materials, in agricultural setting, and for purposes of donation, research and
development, and analysis of HUHS product?

4. SCOPE OF
DISTRIBUTION

NO

Not HUHS

YES

5. Is the product presented in finished form (in bulk or in pack sizes) intended for
application in household and/or urban areas with human habitation, including for use
of service-providers (ie. disinfecting services)?

5. PRODUCT
PRESENTATION

NO

Not HUHS

YES

6. Is the product classified as:
Ready-to-Use (HUHS products that are ready to be used outright of the packaging
and for general purposes, which require no further dilution prior to application) or

6. PRODUCT
CLASSIFICATION

NO

Not HUHS

Professional Use (HUHS products that are highly concentrated requiring further
dilution and are restricted only to be applied by a trained personnel)?
YES

7. Is the product included in the following HUHS Categories:
Category III: Cleaners, Fresheners and Deodorizers
Category IV: Do-It-Yourself Hobby Items

7. PRODUCT
CATEGORY

NO

Not HUHS (Category III or IV)

YES

HUHS Product (Category III or IV) requiring FDA Authorizations
(LTO/CPR)

