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Stoel Rives Office LocationsStoel Rives Office Locations

• San Diego, California

• San Francisco, California

• Sacramento, California

• Fresno, California

• Lake Tahoe, California

• Anchorage, Alaska

• Boise, Idaho

• Minneapolis, Minnesota

• Portland, Oregon

• Salt Lake City, Utah

• Seattle, Washington

• Vancouver, Washington
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What Regulatory ChangesWhat Regulatory Changes
Affect Litigation Risks?Affect Litigation Risks?
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RFR: What Is Required NowRFR: What Is Required Now

• “Reportable Food”
- “Reasonable probability” of “serious adverse

health consequences to humans or animals”

• “Responsible Party”
- FDA-registered facility where product is

“manufactured, processed, packed, or held”

• “Requirement”
- Report to FDA portal within 24 hours
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• New “critical information” required

• Within 18 months, FDA will require
“consumer-oriented information” including

– Description

– Product ID codes

– Contact information

– Anything else FDA deems necessary to
enable a consumer to accurately identify
whether such consumer is in possession
of the reportable food

Amendments to RFR (FSMAAmendments to RFR (FSMA §§ 211)211)
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RFR: Increased Litigation Risks?RFR: Increased Litigation Risks?

• Consequences of an RFR Report?

• What Happens If RFR Report Is Mistaken?

• What Happens if RFR Report Is Not Filed?

• Is FDA Following The Law When “Requesting”
Reporting? If Not, Consequences?
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• When “reasonable probability” of
“serious adverse health
consequences”

• Includes records of other food
affected in similar manner – NEW

• Proper credentials and written
notice

Stronger Records Access Authority (FSMAStronger Records Access Authority (FSMA §§ 101)101)
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Records Access: IncreasedRecords Access: Increased
Litigation Risks?Litigation Risks?

• Plaintiffs’ Bar Has Greater Access To Records
– More Claims?

– Basis for Punitives?

• Trade Secrets More Likely To Be Disclosed
– Supplier/Customer Liability?

– Unfair Business Advantage?
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• Recall ordered if “reasonable probability” (1) food is adulterated
or misbranded and (2) serious adverse health consequences

• Opportunity for voluntary recall

• Hearing within two days of the order’s issuance

Mandatory Recall Authority (FSMAMandatory Recall Authority (FSMA §§ 206)206)
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Mandatory Recall: IncreasedMandatory Recall: Increased
Litigation Risks?Litigation Risks?

• Administrative Litigation (though limited due process)

• Bigger Issue: Changes in Politics of A Recall

– Liability in Supply Chain for Recall That May Have Been
“Unnecessary”

– Liability to Consumers (Possibly Punitive) For No Recall
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• If FDA determines “reasonable
probability” of food causing “serious
adverse health consequences,” MAY
suspend registration

• Facilities that are “responsible” and
those that knew or had reason to know
in jeopardy

• Informal hearing within 2 days

• FDA to consider corrective plans within
14 days

• Effective in 18 months

Suspension of RegistrationSuspension of Registration
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• Hazard analysis and implement
preventative controls re:

– sanitation

– training

– environmental controls

– allergen controls

– a recall contingency plan

– GMPs

– supplier verification activities

Preventative Controls (FSMAPreventative Controls (FSMA §§ 103)103)
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Preventative Controls: IncreasedPreventative Controls: Increased
Litigation RisksLitigation Risks

• New Industry Standards?

• What Exactly Are The Standards?

• What If FDA Doesn’t Complete Its Rule-Making within
18 Months?
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Management of ChemicalManagement of Chemical
HazardsHazards

Sections 103 and 105 of the Act
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Section 103Section 103

• The owner, operator, or agent in charge of a
facility shall, in accordance with this section,
evaluate the [Chemical] hazards that could
affect food manufactured, processed,
packed, or held by such facility, identify and
implement preventive controls to significantly
minimize or prevent the occurrence of such
hazards.
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What Does This Include?What Does This Include?

• Not clear, but:

– Language is broad enough to include all
handling in the plant including intermediate
and final packaging

– Could include any potential exposure to
chemicals during processing, or

– Any exposure during storage or transport.
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Section 105Section 105

• STANDARDS FOR PRODUCE SAFETY.

– Appears to allow the regulation of procedures that
will prevent the introduction of known or reasonably
foreseeable biological, chemical, and physical
hazards including….hazards that naturally occur
and may be unintentionally introduced
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What Does This Include:What Does This Include:

• This broad language could include a variety of
materials that are naturally occurring such as
lead or mercury, that have in the past been non-
regulated because they were naturally occurring.

• Could be a way to regulate procedures or as
actual levels allowed in certain food.

• Industry needs to be involved in the rule making
to make sure that, to the extent possible,
products are not improperly regulated.

.
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What Was Left Out: BPAWhat Was Left Out: BPA

• Bisphenol A, commonly abbreviated as BPA,
is an organic compound with two phenol
functional groups. It is used to make
polycarbonate plastics.

• It appears that this chemical, despite
Feinstein’s original insistence that it be
included, was left out because of opposition
to its inclusion by a number of industries.

• Other attempts to regulate BPA have also
been stalled at least temporarily, including
both under the Toxic Substances Control Act
(TSCA) and California’s Proposition 65.

.
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BPA: The Toxic Substances ControlBPA: The Toxic Substances Control
Act/and Proposition 65Act/and Proposition 65

• In December 2009 EPA announced that
it will, for the first time, use its authority
under the TSCA to list chemicals that
may present an unreasonable risk of
injury to health or the environment.

.
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BPA Action PlanBPA Action Plan

• On March 29, 2010 EPA released an action plan for
BPA

– Consider rulemaking to develop further data with
respect to environmental effects to determine
whether BPA presents an unreasonable risk of
injury to the environment;

– Consider rulemaking to identify BPA on the Concern
List as a substance that may present an
unreasonable risk of injury ;

– Initiate collaborative alternatives assessment
activities encourage reductions in BPA releases and
exposures
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• In May of 2010 the EPA proposed the rule that was to
list BPA and several other chemicals as Chemicals of
Concern.

• This is the first time EPA has used the TSCA’s
authority to list chemicals that “may present an
unreasonable risk of injury to health and the
environment.”

• Once a product is listed, chemical companies can
provide information to EPA if they want to demonstrate
that their chemical does not pose an unreasonable
risk.

• The “chemical of concern” designation also triggers
export and production notifications under the TSCA.

BPA Action Plan (Continued)BPA Action Plan (Continued)
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Chemicals of Concern RegulationChemicals of Concern Regulation

Even though the process is supposed to
take only 90 days and was submitted in

May, the proposed rule was never
released out of Office of Management

and Budget.
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Proposition 65Proposition 65

• Although California has banned BPA in baby bottles it
has not yet listed it on the Proposition 65 list.

• On July 15, 2009, the California Environmental
Protection Agency’s Office of Environmental Health
Hazard Assessment (OEHHA) received a petition
from the Natural Resources Defense Council asking
that OEHHA initiate the process for listing BPA as a
reproductive toxicant under the Safe Drinking Water
and Toxic Enforcement Act of 1986.
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Criteria for ListingCriteria for Listing

• A chemical must be listed under the Proposition 65
regulations when OEHHA determines one of two
conditions are met:

– The evidence considered by the authoritative body
meets the sufficiency criteria contained in the
regulations (Section 25306(g)).

– An authoritative body formally identifies the chemical
as causing reproductive toxicity (Section 25306(d)).

• However, the chemical is not listed if scientifically valid
data that were not considered by the authoritative body
clearly establish that the sufficiency of evidence criteria
were not met (Section 25306(h)).
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NTP ReportNTP Report

• OEHHA is relying on the National Toxicology Program
(NTP) and the National Institute of Environmental
Health Sciences (NIEHS) established the NTP Center
for the Evaluation of Risks to Human Reproduction
(CERHR). Their conclusions were that BPA causes
reproductive toxicity. The NTP-CERHR report
concludes that there is clear evidence of adverse
developmental effects in laboratory animals at “high”
levels of exposure.
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DART Postpones a DecisionDART Postpones a Decision

• However, the state’s Developmental and Reproductive
Toxicant Identification (“DART”) Committee (one of the two
divisions of the Prop 65 Scientific Advisory Committee) decided
not to include BPA at its meeting on October 21, 2010

• The DART Committee voted to postpone a decision about
whether to list BPA until its next meeting in the spring of 2011.

• The DART Committee declined to decide the issue because it
wanted more information regarding the authoritative bodies’ (
NTP-CERHR) listing mechanism before the members cast their
votes.
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Recommendations as to ChemicalRecommendations as to Chemical
HazardsHazards

• Need to review and comment on regulations and
potential statutory changes.

• Need to watch the Food Safety Act as well as TSCA,
Proposition 65 and the Green Chemistry Initiatives.
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What You Should Do Now ToWhat You Should Do Now To
Reduce RiskReduce Risk
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Record KeepingRecord Keeping

• Know What Records You Will Have To Produce

• Strategize To Protect Trade Secrets

• Strategize To Protect Records Of Unaffected
Products

• Use FOIA Where Possible To Protect Records
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Food Safety PlanFood Safety Plan

• May Not Want To Wait Until Regulations

• HAACP May Not Be Sufficient Though It’s a Start

• Look Specifically At Environmental Risks Such As:
– Allergens

– Listeria

• Be As Specific As Possible With Suppliers

• Anticipate Living Without FDA Regulations
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Rehearse/Follow Recall PlanRehearse/Follow Recall Plan

• Steps To Assure Food Safety Plan Is Followed

• Rehearse Recall Plan

• Strategize About Recall Team

• Make Sure Everyone on Recall Team Understands
His/Her Role

• RFR Training
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Written Policy for FDAWritten Policy for FDA
Inspection/InvestigationInspection/Investigation

• Who Will Be Involved?

• Documents to Be Released and Signed: If documents

are going to be released, have a standard “FOIA Letter”

• Test Results

• Photographs

• Interviews (who and review of legal counsel)

• What Else?
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Manufacturing PracticesManufacturing Practices

• How Can You Limit Recalls or Their Scope?

• Look at:
– “Carry-Over” Practices

– Cleaning SOPS

– Testing SOPs
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Careful Review of Supplier/Vendor AgreementCareful Review of Supplier/Vendor Agreement

[… for the recovery of damages…
arising out of or alleged to have
arisen out of (a) the delivery, sale,
resale, labeling, use or consumption
of any Product…]

Seller agrees to defend, indemnify
and hold harmless Buyer
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Careful Review of Supplier/VendorCareful Review of Supplier/Vendor
AgreementAgreement

Seller’s insurance
described herein shall
be primary and not
contributory with
Buyer’s insurance

Buyer shall be named
as an additional
insured

waivers of subrogation
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Example of What to Look Out for in Insurance CoverageExample of What to Look Out for in Insurance Coverage

ORGANIC PATHOGENS EXCLUSION

1. Any actual, alleged or threatened
exposure to, existence of, presence of,
ingestion of, inhalation of or contact with
any “biological agents” whether or not
occurring alone.



38

Questions?

www.foodliabilitylaw.com

Ken Odza:

Twitter:@KenOdza

kmodza@stoel.com

Direct Dial: 206-386-7595

Lee N. Smith:

lnsmith@stoel.com

Direct Dial: 916-319-4651

Mobile: 916-508-3836


