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The Regulatory Conversation: Who, What, Why, and How?

Who are the relevant
regulatory agencies
and why?
What will be regulated,
by whom, and how?
What is next?
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Regulatory Agencies: FDA
• Regulates “food” and food ingredients under Federal Food, Drug,
and Cosmetic Act
• Determines safety of new food ingredients including in plantbased foods, seafood, and meat and poultry products
• Regulates food products of biotechnology including GE
animals
• Assessed safety of animal cloning and labeling
• Regulates microbial, algal, and fungal cells generated by largescale culture and used as direct food ingredients; animal cell
culture technology in therapeutic settings; and processing,
manufacture, and packaging of seafood (except catfish)
• Regulates safety and labeling of “non-specified” red meats
(e.g., bison and venison) and “non-specified” birds (e.g., wild
turkey) and products with minimal amounts of meat/poultry (e.g.,
multi-ingredient foods containing < 3% raw meat/poultry or < 2%
cooked meat/poultry
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Regulatory Agencies: USDA
• Regulates “meat and meat food products” and “poultry
and poultry products” under Federal Meat Inspection Act
and Poultry Products Inspection Act except:
– multi-ingredient foods containing < 3% raw meat/poultry or <
2% cooked meat/poultry
– non-specified meats or birds

• Regulates establishments that slaughter and/or
process meat and poultry products
– 2/3 of facilities inspected by USDA are processing facilities
– Processing activities include mixing, grinding, fabrication,
preblending, patty formation, stuffing, mechanical tenderization,
cooking/smoking, etc.

• Determines safety, wholesomeness, and accuracy of
labeling
• Determines suitability of ingredients used in meat and
poultry products
• Reviews other new technologies for safety and suitability
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Meat
• Meat
– “The part of the muscle of any cattle, sheep, swine, or goats
that is skeletal or that is found in the tongue, diaphragm, heart, or
esophagus, with or without the accompanying and overlying fat,
and the portions of bone (in bone-in product such as T-bone or
porterhouse steak), skin, sinew, nerve, and blood vessels that
normally accompany the muscle tissue and that are not
separated from it in the process of dressing.” 9 CFR § 301.2
(FMIA regulations)

• Meat food product
– “[A]ny product capable of use as human food which is made
wholly or in part from any meat or other portion of the
carcass of any cattle, sheep, swine, or goats, excepting
products which contain meat or other portions of such carcasses
only in a relatively small proportion or historically have not been
considered by consumers as products of the meat food industry,
and which are exempted from definition as a meat food product
by [USDA]. . .” 21 U.S.C. § 601(j) (FMIA)
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Poultry
• Poultry
– “[A]ny domesticated bird, whether live or dead.” 21 U.S.C. §
453(e) (PPIA)
– “Any domesticated bird (chickens, turkeys, ducks, geese, guineas,
ratites, or squabs, also termed young pigeons from one to about
thirty days of age), whether live or dead.” 9 CFR § 381.1 (PPIA
regulations)

• Poultry product
– “[A]ny poultry carcass or part thereof; or any product which
is made wholly or in part from any poultry carcass or part
thereof, excepting products which contain poultry ingredients only
in a relatively small proportion or historically have not been
considered by consumers as products of the poultry food industry,
and which are exempted by [USDA] . . .” 21 U.S.C. § 453(f)

• Poultry food product
– “Any product capable of use as human food which is made in part
from any poultry carcass or part thereof, excepting those
exempted from definition as a poultry product in § 381.15.” 9 CFR
381.1
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Regulatory Agencies: FDA or USDA, or both?
Current Framework & Key Precedents
• New ingredients in meat or poultry
– FDA evaluates safety and USDA consults on
suitability
– Stems from FDA’s “food additive” authority
– For ingredients of biological origin, evaluation is
primarily a comparative assessment
• Finished meat & poultry product labeling
– Typically regulated by USDA
More than 25% of GRAS
notices filed with FDA have
involved substances in
products in meat and
poultry products, and have
undergone concurrent
evaluation by USDA/FSIS

• Other relevant precedents
– FDA evaluated safety and labeling of food from
animal clones and progeny; USDA/FSIS deferred to
FDA determination
– Concurrent evaluation of beef, poultry, and pork
protein ingredients (e.g., GRN 168, 313, 314)
– Congress delegated authority over catfish to USDA
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Evolving Regulatory Landscape: Winter-Spring 2018
Feb. 9, 2018
• U.S. Cattlemen’s Association (USCA) submits petition
to USDA asking FSIS to establish meat labeling
requirements that exclude products that are not
“from cattle that have been born, raised, and
harvested in the traditional manner”
• Receives over 6,150 comments

Apr. 18, 2018
• Before House Approps. Comm., Secretary
Perdue, in response to questions on cell-based
meat, indicates that meat and poultry and
products labeled as such are under the sole
purview of USDA
May 24, 2018
• FY19 House Approps. Comm.-reported bill (HR
5961) has language directing USDA to
exclusively regulate cell-based meat
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Evolving Regulatory Landscape: Summer 2018
June 15, 2018
• FDA issues statement on cell-cultured meat announcing
oversight under broad “food” authority and public
meeting
• USDA responds stating: “FDA’s claim of jurisdiction over
food — and anything used in food — is so overly broad
that it implies that USDA doesn’t have a role. . . meat and
poultry inspections are the sole purview of USDA, so we
expect any product marketed as ‘meat’ to be USDA’s
responsibility.”

July 12, 2018
• FDA holds public meeting on “Foods Produced Using
Animal Cell Culture Technology”
• FDA indicates jurisdiction over products “intended to
resemble conventional meat, poultry, and seafood”
• FDA emphasizes unique and relevant expertise based
upon oversight of foods developed using biosystems, foods
derived from bioengineered crops, cell culture technology in
therapeutic settings
• Focuses on safety, but leaves door open for labeling
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Evolving Regulatory Landscape: Summer 2018 (cont’d)

Aug. 23, 2018
• Memphis Meats & NAMI submit letter to
President asking Administration to clarify the
regulatory framework
• “Existing law and practice, as well as longstanding
precedent, demonstrate that both” FDA and USDA
“have roles to play in regulating cell-based meat
and poultry products. . .”
• Calls for FDA to have oversight over premarket safety evaluations, and for USDA to
regulate thereafter, applying relevant findings
from FDA’s safety evaluation
• “Such a regulatory framework is not new and
plays into the strengths and experience of FDA
and USDA”
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Evolving Regulatory Landscape: Fall 2018
Sept. 10, 2018
• USDA & FDA announce joint public meeting on use
of animal cell culture technology to develop
products derived from livestock and poultry
• “American farmers and ranchers feed the world, but as
technology advances, we must consider how to inspect
and regulate to ensure food safety, regardless of the
production method.” ~ Secretary Perdue
• “Recent advances in animal cell cultured food products
present many important and timely technical and
regulatory considerations for the FDA and our partners
at USDA.” ~ Commissioner Gottlieb
Oct. 22, 2018
• FDA holds advisory committee meeting before FDA
Science Board on potential hazards and nutritional
considerations
Oct. 23-24, 2018

• FDA & USDA hold joint public meeting
• Requests comment on numerous issues relating to
premarket review, inspection, safety, and labeling
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Evolving Regulatory Landscape: Fall-Winter 2018
Nov. 16, 2018
• FDA & USDA issue joint statement concluding
that both agencies will oversee cell-based
meat and poultry
• “Drawing on the expertise of both USDA and
FDA, the Agencies are today announcing
agreement on a joint regulatory framework
wherein FDA oversees cell collection, cell
banks, and cell growth and differentiation. A
transition from FDA to USDA oversight will
occur during the cell harvest stage. USDA will
then oversee the production and labeling of
food products derived from the cells of
livestock and poultry.”
• “Agencies are actively refining the technical
details of the framework, including robust
collaboration and information sharing . . .”
• “Because our agencies have the statutory
authority necessary to appropriately regulate cellcultured food products . . . the Administration
does not believe that legislation on this topic
is necessary.”
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Evolving Regulatory Landscape: Today
General support
for joint
framework, though
labeling remains a
hotly debated
issue
Open questions
regarding
premarket process,
transfer of
oversight,
inspection, and
labeling and claims
Agencies have
indicated that they
intend to issue
further details
soon

“This regulatory framework plays to the respective strengths of both
USDA and FDA, while continuing to foster innovation and assure a
safe and reliable food system . . . We look forward to providing additional
input . . .“ ~ Dr. Uma Valeti, CEO, Memphis Meats
“We’re pleased the agencies have initiated the steps to work together
on regulating cell-based meat products . . .” ~ Mark Dopp, Senior VP,
Reg. & Scientific Affairs, NAMI
“We are pleased that Secretary Perdue and Commissioner Gottlieb
are so swiftly moving forward on cell-based meat and that they are
aware of the importance of this industry to the U.S. economy. . .”
~ Jessica Almy, Dir. of Policy, GFI
“. . . that USDA would have primary jurisdiction over the most
important facets of lab-produced fake meat is a step in the right
direction, but there is still a lot of work to do on this issue to ensure that real
beef producers and consumers are protected and treated fairly.” ~ Collin
Woodall, Senior VP, Govt. Affairs, NCBA
“USCA is encouraged by today’s statement from the USDA and FDA
on a joint regulatory framework . . . Now that we have settled on the
jurisdiction of these products, it’s time to move on to ensuring a truthful
and transparent label for consumers.” ~ USCA
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What Will Be Regulated, By Whom, and How?

FDA: Pre-Market
Safety

• Substances used in manufacturing (e.g., animal cells,
growth medium, scaffold)
• 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,
process similar to LACF/AF?

FDA & USDA?:
Manufacturing /
Processing

• Hazard analysis and preventive controls, GMP
• HACCP, SSOPs?

USDA: Labeling

• Product name (e.g., qualifies as “meat” or “poultry”
products?)
• Other mandatory labeling
• Other claims

FDA & USDA?:
Facility Inspection

• FDA GMP / FSMA inspection or USDA processing
inspection?
• Can USDA conduct processing inspection and consult with
FDA as needed?
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What Could Be Next?

Federal
• Clarification from FDA & USDA regarding regulatory framework,
including point of entry, premarket process, inspection, and labeling
• USDA / FSIS decision on USCA petition or naming more generally
• Case-specific determinations
• Continued political interest and legislation (e.g., Appropriations)
• Litigation

State
• Missouri passed law prohibiting “misrepresenting a product as meat
that is not derived from harvested production livestock or poultry”
• 14 other state bills pending
• Litigation

Other
• Investment and development outside the U.S.
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