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Agenda

• Change in Administrations

• Enforcement and food safety

• Food labeling and nutrition policy

• Questions and answers 



Change in 
Administrations
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• On his first day in the White House, Biden paved the way for more 
rulemaking and regulatory action in this administration

• Biden revoked a number of the Trump Administration Executive Orders 
that pared back regulatory action, including:

– EO 13771, Reducing Regulation and Controlling Regulatory Costs (“Two-for-One” EO)

– EO 13891, Promoting the Rule of Law Through Improved Agency Guidance 
Documents (requiring agencies to implement procedures for issuing guidance 
documents)

Recent and Anticipated Changes in Washington
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• An FDA Commissioner has not yet been appointed

– Acting Commissioner Janet Woodcock has been with FDA for 25 years

– If Dr. Woodcock (as well as Frank Yiannas and Susan Mayne) stay at FDA, the agency 
priorities may largely remain the same

• With the Democratic administration we are seeing a resurgence of an 
Obama-era agenda (e.g., FSMA implementation) 

– Heavy metals and other chemicals have already emerged as a priority for FDA 

Recent and Anticipated Changes in Washington



Enforcement and 
Food Safety
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• Status of Inspections

• Enforcement Actions

• What’s next

– Enforcement 

– Inspections

– Food safety

Enforcement and Food Safety
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• Domestic inspections were on hold for COVID initially, but resumed July 20, 
2020

• FDA uses its COVID advisory tool to prioritize inspections

– The advisory tool is based on three safety metrics:

– The “phase of the state”

– Statistics measured at the county level to gauge the current trend

– Statistics measured at the county level to gauge intensity of infection

• Pre-announced; FDA will use a standard script to gauge the status of the 
facility

• State contracted inspections continue and may not be preannounced

• FDA is monitoring the Department of State travel warnings and advisories to 
determine when can resume routine foreign inspections

Inspections 
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• During the pandemic, FDA has prioritized inspections identified as 
“mission-critical” on a case-by-case basis

– These are inspections that are key to FDA’s public health mission and could not be 
accomplished any other way 

– Ex: If products require follow-up due to recalls, or evidence of serious adverse events or 
outbreaks 

• FDA remains focused on core compliance, specifically:  

– Pathogen issues (e.g., environmental monitoring)

– Foundational facility cGMP compliance (e.g., water in a dry plant environment)

– Allergen preventive controls 

Inspections Continued…
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• FDA issued multiple Warning Letters to companies that had recalls due to 
undeclared major food allergens

– Warning Letters either take issue with the company’s failure to 

– Treat allergen control programs as a preventive control

– Follow programs that had identified allergen controls as a preventive control

– FDA is taking position there is no excuse for worker error

– FDA also issued a Warning Letter to a retailer

• FDA issued multiple Warning Letters for failure to comply with foreign 
supplier verification programs (FSVP) under FSMA

– Typically stem from a company not having an FSVP and then failing their follow up 
inspection because they did not put a sufficient FSVP in place 

FDA Warning Letters 
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• Expect consistent uptick in inspections as more of the country and FDA 
investigators are vaccinated

• As COVID-19 restrictions lift, expect a return to strong enforcement

– Greater scrutiny of facilities and food safety plans during inspections

– More 483s, Warning Letters, and injunctions

• Allergen recalls have long been a concern of FDA 

– Viewed as avoidable with sustained effort 

– Recent Warning Letters indicate a priority 

– Guidance on controlling allergens under FSMA

• Emphasis on swab-a-thons and micro-contamination will continue 
(where applicable to the commodity)

What’s Next? – Enforcement in a Post-COVID-19 World
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• FDA wants to phase in remote inspections voluntarily

– FDA does not have express legal authority to conduct remote PC inspections

– Conducted a pilot for voluntary “Remote Regulatory Assessments”: 

▪ Documents reviews that are used for firms with which FDA has an inspectional history 
and the corrective action can be verified through a records review

▪ RRAs allow firms to make corrections before their next inspection, and FDA gets to have 
oversight of firms when on-site inspections are not possible

▪ FDA is interested in seeking express authority for remote inspections from Congress.

– States have developed their own tools

• With a Democrat-controlled Senate, FDA might seek new legislation to clearly 
provide legal authority for remote inspections; change inspection frequency 
mandates

What’s Next? – Remote Inspections
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• For imported food, FDA’s longer 
term plan includes: 

– Increase in foreign inspections

– Targeting at the border 

• Expect FDA to push for 
additional companies to 
participate in Voluntary Qualified 
Importer Program (VQIP)

What’s Next? – Imported Foods
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• FDA will continue working to 
finalize remaining FSMA rules

– Lab Accreditation  (Due Feb. 4, 2022)

– Traceability (Due Nov. 7, 2022)

• FSMA Guidance

What’s Next? - FSMA Implementation 
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• In July 2020, FDA announced the blueprint for its next phase of food safety 
initiatives

• Focus on 4 “core elements”

1. Tech enabled traceability

– Develop foundational components to standardize across the food system

– Encourage and incentivize industry adoption of new technologies

2. Tools for prevention and outbreak response 

– Invigorate root cause analyses

– Strengthen predictive analytics capabilities

– Domestic mutual reliance (partnership between FDA and the states to leverage data and 
analytics)

– Inspection, training, and compliance tools 

– Outbreak response and recall modernization (including data communication and 
harmonization between FDA and USDA)

What’s Next? – Focus on New Era of Smarter Food Safety
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• Focus on 4 “core elements” (continued)

3. New Business Models and Retail Modernization

– Ensure the safety of food produced/delivered using 
new business models to address the entity that “owns” 
the food in the last mile

– Modernize traditional retail food safety approaches 
(e.g., development of commercial smart kitchen 
equipment and identifying effective intervention 
strategies)

4. Food Safety Culture 

– Promote food safety culture throughout the food 
system and FDA 

– Develop and promote a smarter food safety consumer 
education campaign

New Era of Smarter Food Safety continued…
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• Frank Yiannas will continue with this agenda

– HOWEVER, it is largely based on voluntary programs and Democratic 
administrations tend to favor mandatory / regulatory ones. 

• With a Democratic-controlled Senate, the “New Era” document could 
become a blueprint for new legislation 

– Traceability would likely be at the top of the list 

New Era of Smarter Food Safety-What’s to Come



Nutrition and 
Labeling
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1. Mandatory compliance date = Jan. 1, 2022

– “Implementation date” of Jan. 1, 2020 for large food manufacturers; Jan. 1, 2021 for small 
manufacturers with ≥ $2.5M and < $10M in annual receipts

2. Refined ingredients/foods not subject to mandatory disclosure, provided they 
contain no detectable levels of modified DNA

3. Voluntary disclosure permitted for refined ingredients/foods using specific text 
(“derived from bioengineering”) or symbol, but narrow in scope 

4. Threshold = no disclosure required where the food contains no more than 5% 
per ingredient of inadvertent/technically unavoidable presence of BE 
substances (No 0.9% threshold for intentionally added BE ingredients)

5. Incidental additives exempt; no other categorical exemptions other than those in 
statute (e.g., certified organic foods)

6. Disclosure

– Text = “bioengineered” or “contains [a] bioengineered food ingredient(s)”

– Symbol uses the term “bioengineered” (see image of symbol to the right)

– Digital/electronic link – must provide on-pack telephone number and disclosure must appear on first 
screen accessed from link

– Text message disclosure option

BE Labeling



Mandatory Disclosure Options

1. A text disclosure

– Bioengineered Food

– Contains a bioengineered food 
ingredient

2. Symbol

20

3. An electronic or digital link (can’t 
use URL), or
• Scan here statement. 
• “Call 1-800-555-1111 for more 

food information”
4. A text message and “text 

[command word] to [number] for 
more bioengineered food 
information”



Voluntary disclosure

• Final rule allows voluntary disclosures that a food is 
derived from a bioengineered source, including when 
modified genetic material is not detectable in the food (e.g., 
refined ingredients)

• Using one of same methods as for mandatory disclosure 
but using different language

– Text: “derived from bioengineering” or “ingredient(s) derived from a 
bioengineered source” or “corn syrup derived from a bioengineered 
source”

– Symbol:  AMS has established a unique symbol that can be used on 
foods derived from BE

– Electronic or Digital Link and phone number

– Text Message must use above language or symbol, as appropriate 21
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• USDA’s AMS has refused to extend the compliance date for the BE 
disclosures—it remains January 1, 2022

• Refined ingredients without detectable rDNA are exempt

– AMS has issued guidance on the type of data required for suppliers to demonstrate their 
manufacturing process results in a product that has non-detectable levels of rDNA

– Companies must have records to document ingredient derived from a BE crop does not 
contain rDNA

• Status of Center for Food Safety Lawsuit

BE Disclosures



FDA Draft Guidance on Sodium
• June 2016 FDA issues draft guidance on 

sodium reduction targets with two and 
10-year “goals”

• Two year goals are set forth below

• For nuts and seeds

– Sales weighted mean:  120 mg/30g

– Upper bound:  150/30g

• For potato chips

– Sales weighted mean:  150 mg/30g

– Upper bound:  195/30g

23



FDA Will Issue Proposed Rule on Healthy
• FDA states it will issue proposed rule on 

healthy before end of QII 2022

• With new NFP, key nutrients are vitamin 
D, calcium, iron and potassium 

• Old key nutrients are vitamin A, C, 
calcium, and iron

• Sodium reductions (DV went from 2400 
to 2300)

• Added sugars criteria?

• Dietary fiber requirement? 

24
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• Claims

– Whole grains

– Others?

• Front of pack labeling?

• Children’s advertising initiatives?

• Ingredient labeling reform?

• Other Nutrition Innovation Strategy priorities

• Sesame labeling—Faster Act Passes Congress—January 1, 2023 sesame 
must be labeled as a major food allergen

• Heavy metals

Nutrition and labeling – expected Biden administration priorities
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• Expect general uptick in labeling and advertising enforcement from FDA 
and FTC

– Example: environmental claims

– Few if any Trump administration cases brought

• Joint FTC/FDA efforts on express and implied covid-19 prevention claims

• Expect to see continuation of traditional FTC priorities: weight loss, 
cognitive benefits (e.g., memory), disease conditions

• Plus new ones: mood, immune support, etc.

Labeling & Advertising Enforcement



Litigation Update
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• Flavor labeling, “the vanilla 
chronicles”

• Slack Fill

• Real

• Protein

• General compliance issues

• Environmental Claims

Class Action Lawsuits Continue



Earth Island Institute Suit

• Filed February 2020 against Coca Cola, PepsiCo, Nestle, Mars, Danone, 
and others, alleging that much of the single-use plastic labeled as 
recyclable is not in fact recycled

• Plaintiffs criticize companies’ contributions to plastic pollution, allegedly 
with the knowledge that recycling by itself will not prevent damage to the 
environment, and failure to switch to more sustainable packaging

• Cites heavily to Greenpeace Report Circular Claims Fall Flat

– “… much of the plastic that is labeled ‘recyclable’ is false and misleading due the inability 
of consumers to access facilities that will actually recycle Defendants’ Products.”

– “Most types of plastic packaging are economically impossible to recycle now and will 
remain so in the foreseeable future [citing to the Greenpeace report].

– “Without good alternatives, many municipalities are burning their plastic recyclables. 
More than six times the amount of plastic is being burned rather than recycled.”

29



Prop 65

• OEHHA proposes in August 2020 to deem 
substances that form during processing are 
not an exposure when a lowest level 
currently feasible

• SNAC submits comments in favor

• OEHHA could publish final rule in 2021

• If finalized, a manufacturer may be able to 
demonstrate a warning is not required 
with data showing the levels are the lowest 
currently feasible

30



Prop 65

• Cal Chambers lawsuit claim acrylamide 
warning are a First Amendment violation

• District Court Agrees and issues a stay 
against filing new lawsuits

• 9th Circuit disagrees and stays the stay

• 9th Circuit now hearing appeal on whether 
the District Court should have granted the 
PI

• But what does victory look like?

31



Prop 65

• District court issues final decision agreement 
glyphosate warnings are a First Amendment 
Violation

• OEHHA issues a proposal to change the 
warning

“Using this product can expose you to glyphosate. The 
International Agency for Research on Cancer classified 
glyphosate as probably carcinogenic to humans. Other 
authorities, including US EPA, have determined that 
glyphosate is unlikely to cause cancer, or that the 
evidence is inconclusive. A wide variety of factors affect 
your personal cancer risk, including the level and 
duration of exposure to the chemical. For more 
information, including ways to reduce your exposure, 
go to www.P65Warnings.ca.gov/glyphosate.”

32



Questions?
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