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FDA: Existing Precedents

= Broad authority to regulate foods

= Determines safety of new food ingredients Im /S

including in plant-based foods, seafood, and meat

The Food and Drug Administration

and poultry products

= Regulates food products of biotechnology
Including GE animals

= Regulates microbial, algal, and fungal cells
generated by large-scale culture and used as direct
food ingredients; animal cell culture technology in
therapeutic settings; and processing, manufacture,
and packaging of seafood (except catfish)
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Cow-Free Dairy Regulatory Pathway

= Pre-Market Safety (FDA)

= Substances used in manufacturing

= Assessment of whether manufacturing changes or affects identity, conditions of use, purity, toxicity, or safety
Identity, history of safe use, common knowledge of safety, technical effect and intended use, margin of exposure
Consultation process, food additive / GRAS process?

= Manufacturing Process

= Hazard analysis and control measures, GMP
= Preventive controls

= Labeling

* Product name (e.g., qualifies as “milk” products?)
= Other claims (Flora-based, Lactose Free, etc.)
= Necessary to disclose production process on labeling?
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Safety Considerations & Potential Hazards

- ConSIder and develop approprlate 303:12]-3. Example{:azard Analysti:] Work She:][nlsn see Fnrr:;lz-B, Appendix tzs):
controls for potential hazards that may | i "R | gl | &t | b | b,
arise during all stages of production e | s e ol I

Biima | (el ey

= Understand the safety profile of e o e

P = physical

Ingredients and processing aids
= |Leverage best practices from

traditional food production context
= Consider how these products will

compare to traditionally produced
dairy products from a compositional
nutritional and organoleptic standpoint
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Establishing a Suitable FDA Status

“Generally Recognized as Safe”

Self-GRAS or GRAS Notice

Unique to the U.S.
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Are My Inputs “GRAS”?

GRAS determinations “may be
based only on the views of
experts qualified by scientific
training and experience to
evaluate the safety of
substances directly or indirectly
added to food.” (21 CFR 170.30)

GRAS determination must be
Requires General based on publicly available data
Recognition of Safety and may be corroborated by
unpublished data

Burden to prove safety If an ingredient is GRAS
primarily rests with for one use, is it GRAS
the company for all uses?
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GRAS Notifications

Additional step companies may voluntarily take for transparency
purposes/supply chain diligence

Company informs U.S. FDA of its GRAS determination and provides all
supporting information to FDA

Publicly available information needed to establish GRAS status
Does not require public rulemaking process

Manufacturer may meet with FDA prior to notification to review dossier
and ask questions (FDA encourages)

Goal: Obtain No Questions Letter from FDA
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Labeling + Claims

Do “flora-based” dairy products qualify as “milk” products'?
Flora-Based versus Plant-Based
“Cow-Free Dairy”, “Lab-Made Dairy”
Bioengineered

=FOLEY



Labeling Developments

= USDA'’s Bioengineered Food
Disclosure Final Rule (Jan. 1, 2022
Compliance Date)

= FDA Public Meeting to Discuss

Modernizing Food Standards of
ldentity (Sept. 27, 2019)

= FDA Reviewing Comments on “Use of
the Names of Dairy Foods in the
Labeling of Plant-Based Products”
(83 FR 49101)
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State Legislation — Examples

Labeling Laws Labeling Bills
Passed Proposed
Maryland (SB 922) Wisconsin (AB 515)
Louisiana (Act No. 184) West Virginia (HB 4095)

North Carolina (SB 711) Vermont (S 0207)

Kentucky (SB 81)
Oklahoma HB 2994)
Virginia (SB 510)
Arkansas (HB 1407)
Indiana (HB 1350)
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Labeling & Consumer Perception

= “The next big ice cream aisle addition will be dairy-free...kind of”
(Quartz, July 11, 2019)

= “Got Impossible Milk? The Quest for Lab-Made Dairy” (NYT, Aug. 2,
2019)

= “Cultured Meat Could Suffer the Same Fate as GMOs, New
Research Suggests”
(Forbes, July 11, 2019)

- “Just what should people call it anyway? The framing of cultured meat
as “lab meat” makes it sound high-tech, unfamiliar and unnatural”
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Brian Sylvester’s Thought Leadership
= Manufacturing Industry Advisor, “Your Next Hamburger Could Be
Slaughter-Free” (June 19, 2019)

= Law360, “Building the Regulatory Conversation on Cellular
Agriculture” (October 30, 2018)

= FDLI Update Magazine Extra, “FDA Tackles Cell-Cultured Foods”
(July 19, 2018)

= Food Safety News, “Clean Meat Staking its Claim Amid Regulatory
Uncertainty” (July 1, 2018)

=FOLEY

LLLLLLLLLLLLLLLL

12



Foley Office Locations

Brian P. Sylvester

Special Counsel, Washington D.C

bsylvester@foley.com

202.295.4118

’ @food_attorney
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