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What is food?
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Food Additives § 201(s) of the FFDCA

“Any substance the intended use of which results or may reasonably be
expected to result, directly or indirectly, in its becoming a component or

otherwise affecting the characteristics of any food . . . if such substance is not:”
* Generally recognized as safe (GRAS); OR
« Sanctioned by FDA or USDA prior to the Food Additives Amendment of 1958

« Per § 409 of FFDCA, all food additives must be subject to a food additive

regulation or an effective food contact substance notification (FCN)

« FDA also issues exemptions on a case-by-case basis under the “Threshold of
Regulation” (ToR) rule (21 CFR § 170.39)
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Who regulates what?

* FDA?
* EPA?

* FDA & EPA?
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Where are the microbes
that the antimicrobial
intervention is intended to
control?

In or on raw agricultural
commodities, or in water
that contacts raw
agricultural commodities

Is the treatment in a food
processing facility, or
during transportation to
such a facility?

The antimicrobial substance
is regulated as a food ad(ditive
by the Food and Drug
Administration. It may also be
subject to registration as a
pesticide under Federal
Insecticide, Fungicide and
Rodenticide Act, by EPA

S3A
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The antimicrobial substance is
regulated as a pesticide
chemical under the Federal
Food, Drug, and Cosmetic Act
and is subject to registration
as a pesticide under Federal
Insecticide, Fungicide and
Rodenticide Act, both by EPA

In or on a processed food

Is the antimicrobial
substance being applied
either ethylene oxide or

propylene oxide?

The antimicrobial substance is
regulated as a pesticide
chemical under the Federal

i Food, Drug, and Cosmetic Act |_
and is subject to registration
as a pesticide under Federal
Insecticide, Fungicide and
Rodenticide Act, by EPA
Z
@)

The antimicrobial substance is

| regulated as a food additive by

the Food and Drug
Administration

In or on a food-contact
article

The substance exerts its
microbial effect in or on
any food packaging

The antimicrobial substance is
regulated as a food ad(ditive
by the Food and Drug
Administration. It may also be
subject to registration as a
pesticide under Federal
Insecticide, Fungicide and
Rodenticide Act, by EPA

The substance exerts its
microbial effect on the
surface of food-contact

articles & equipment
other than food packaging

The antimicrobial substance
is regulated as a pesticide
chemical under the Federal
| Food, Drug and Cosmetic Act
and is subject to registration
as a pesticide under Federal
Insecticide, Fungicide and
Rodenticide Act, both by EPA

The substance exerts is
microbial effect on any
part of the food-contact
article other than the
surface, or it has no
antimicrobial effect in or
on the finished food
contact article

The antimicrobial substance is
regulated as a food ad(ditive
by the Food and Drug
Administration. It may also be
subject to registration as a
pesticide under Federal
Insecticide, Fungicide and
Rodenticide Act, by EPA




Example 1: Pesticide chemical

Use area  Cutting board

* Antimicrobial effect on surface of a food
contact article other than packaging

Technical effect

 Pesticide chemical subject to registration

Determination with EPA
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Example 2: Food additive

Use area  Cutting board

« Chemical for hardening cutting board
surface to reduce scoring

Technical effect

* Food additive subject to registration with

Determination EDA
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Example 3: Food additive and pesticide chemical

Use area

Technical effect

Determination
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Cutting board

Preserves the cutting board from
contamination

Food additive subject to registration with
FDA

Pesticide chemical subject to registration
with EPA
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Agency engagement

« Data requirements
* Resources

« Example filing process
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Data requirements

Rigorous review of scientific data to ensure the safety of the FCS (FDA) and the protection of human health and the
environment (EPA):

FDA - FCN, FAP, ToR

Proprietary and public
Chemistry (product specific only)
Product performance

Migration of FCS

Exposure

Safety

Environmental

FDA GRAS

Publicly available information

Decided on by outside government experts
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EPA - PRIA Action

Proprietary and public

Generic data (active ingredient)

Chemistry (product specific and active ingredient)
Product performance (public health)

Toxicology (product specific and active ingredient)

Environmental and ecological data (product specific and
active ingredient)
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Beneficial resources for review

FDA

- FFDCA 21 USC § 301-399i
« 21 CFR §100-199

* Numerous databases
* Food ingredient and packaging inventories, FCN
inventories, GRAS inventories, etc.
« FDA guidance documents

« Administrative, chemistry, toxicology, regulatory,
recycled plastics, infant formula and human milk,
TOR

» Pre-notification consultation meeting
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EPA

. FIFRA 7 USC § 136-136y
- 40 CFR § 150-189

* Numerous databases

e PPLS, APPRIL, Pesticide Chemical Search, Inert

Finder

« EPA guidance documents
 OPPTS guidelines
* Decision documents

* Pre-submission meeting
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Example filing process — new food use

Scenario: an existing chemical is used as a preservative for use in making a cutting board

FDA - FCN
New FCS outside scope of 21 CFR

120 day review
« If no response allowable for use

$0 filing fee

Comprehensive review of data

Possible request for additional data or clarifications
* Could impact decision timeline
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EPA - PRIA A440
New use, indirect food use

21-60 day administrative review + 23 months review

» Possibility of missing deadline and asking for
extension

$45,737 filing fee

Comprehensive review of data

Possible request for additional data or clarifications
* Could impact decision timeline
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Key takeaways

x Maximize chemical product portfolio across multiple regulatory
bodies

Extensive regulatory texts and databases available

w

@

Identify creative solutions for innovation challenges

> Leverage business driven support
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For further information visit us at: sagentia.com/regulatory

Email: info@sagentiarequlatory.com

Follow us on LinkedIn: @SagentiaRequlatory

Washington Canada Knaresborough
1150 18t Street NW 6th Floor, Tower B Suite 600 Concordia House
Suite 475 380 Wellington Street St. James Business Park
Washington London ON Grimbald Crag Court
DC 20036 N6A 5B5 Knaresborough
USA Canada North Yorkshire
HGS 8QB
UK
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http://www.sagentia.com/
mailto:info@sagentiaregulatory.com
https://www.linkedin.com/company/731258/

Disclaimer

Some parts of a report of this nature are inevitably subjective and/or based on information obtained in good faith from
third party sources. Where opinions are expressed, they are the opinions of the individual author and/or the relevant
third party source and not those of Sagentia Regulatory. Furthermore, if new facts become available and/or the
commercial or technological environment evolves, the relevance and applicability of opinions and conclusions in this
report may be affected. Accordingly, while this report has been compiled in good faith, no representation or warranty,
express or implied, is made by Sagentia Regulatory as to its completeness, accuracy or fairness. Except where limited
by law, Sagentia Regulatory shall not be responsible for any actions taken or not taken as a result of any opinions and
conclusions provided in this report and you agree to indemnify Sagentia Regulatory and/or its personnel against any
liability resulting from the same.

sagentia |
REGULATORY

| © Sagentia Regulatory 2025



	Introduction to US Food �Contact Regulations
	Slide Number 2
	What is food?
	Food Additives § 201(s) of the FFDCA
	Who regulates what?
	Slide Number 6
	Example 1: Pesticide chemical
	Example 2: Food additive
	Example 3: Food additive and pesticide chemical
	Agency engagement
	Data requirements
	Beneficial resources for review
	Example filing process – new food use
	Key takeaways
	Slide Number 15
	Slide Number 16
	Slide Number 17

