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Baby Food Contamination Cases Face Class Action Hurdles
By Eric Kraus, Joanna Chen and Lisa Smith (June 15, 2021, 5:58 PM EDT)

Litigation involving allegations of adulterated baby food products has given rise to a
number of putative class action claims around the country. The claims involve
different products, different companies, different state laws and different
allegations regarding which ingredients are adulterating which products and in
what amounts.

This simple recitation of these factors alone should demonstrate some of the
difficulties that plaintiffs may have in turning any individual suit into one that
implicates a class of plaintiffs.

Most of these class actions allege no specific actual physical injury, but instead
claim that these products pose a risk for children who may have been exposed to
heavy metals that are allegedly found in certain baby food products.[1] Among
other causes of action, the complaints allege violations of various state consumer
fraud statutes, asserting that the companies made false and misleading statements
about the safety of their products.

The defendants include icons of the baby food industry like Gerber Products Co.,
Beech-Nut Nutrition Co. and Hain Celestial Group Inc. Complaints have been filed in
at least 11 different states, including class actions filed in the Northern and Eastern
Districts of New York, the District of Nevada, the Western District of Missouri and
the Northern District of lllinois.[2]

Joanna Chen

Over 70 different actions were pending before the Judicial Panel on Multidistrict
Litigation as a number of plaintiffs law firms asked the panel to exercise its power
to transfer the matters to a single transferee court. The defendants and certain
plaintiffs opposed this consolidation, and the panel recently denied the motion to
transfer.[3]

The class action complaints generally rely on a recent report by the Subcommitee
on Economic and Consumer Policy of the U.S. House of Representatives' Committee
on Oversight and Reform,[4] in which various studies were cited to support the
claim that dangerous levels of heavy metals have been detected in the products of these baby food
manufacturers, thereby raising a health risk to the consumers of these products.
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The U.S. Food and Drug Administration has the power to regulate baby food products but, with the
exception of arsenic in rice cereal, has remained silent on the question of what information, if any,
about heavy metals should be included in any product labeling or advertising, as well as whether or not
maximum limits should be imposed for some or all of the heavy metals.[5]

In fact, the FDA just issued its "Action Plan for Reducing Exposure to Toxic Elements from Foods for
Babies, Young Children," in which it acknowledged that its own testing "shows that children are not at
an immediate health risk from exposure to toxic elements at the levels found in foods."[6] And the FDA
action plan goes further:

We recognize that Americans want zero toxic elements in the foods eaten by their babies and young
children. In reality, because these elements occur in our air, water and soil, there are limits to how low
these levels can be. The FDA's goal, therefore, is to reduce the levels of arsenic, lead, cadmium and
mercury in these foods to the greatest extent possible. We are also sensitive to the fact that requiring
levels that are not currently feasible could result in significant reductions in the availability of nutritious,
affordable foods that many families rely on for their children.[7]

The FDA's action plan envisions a timeline that stretches out to 2024 and beyond. In the meantime,
aside from the amount of arsenic permitted in rice cereals, it has not set any specific maximum levels of
any of the heavy metal ingredients in baby foods beyond which harm may occur, nor has it established
any labeling requirements regarding heavy metals in these products.

Weaknesses in Scientific Publications Cited by the Subcommittee Report

Among other hurdles that plaintiffs in these cases must clear, they will have to demonstrate the
scientific basis for their claims. Even putting the FDA's position aside, this may not be so easy.

Although the findings contained in the subcommittee report are seemingly based on data from scientific
journals, scratching below the surface of some of the studies reveals issues that plaintiffs will face if this
is all the proof they are able to gather.

As discussed more fully below, New York's consumer protection statutes only forbid statements by baby
food manufacturers that are materially misleading. This issue is found in virtually all of the causes of
action. If the scientific evidence that plaintiffs bring to bear in these cases does not reliably demonstrate
the lack of safety that the plaintiffs claim, then class certification may be doomed as well.

The subcommittee report relied on a number of studies that have significant weaknesses, or that are
otherwise not the type of primary source of data that is typically relied upon by experts. Examples
include:

e Study design limitations: Some of the literature referenced in the report failed to properly
account for confounding and multiple testing potentially leading to false positives.[8]

e Exposure issues: It is important to rely on data that match the exposure period in question, i.e.,
postnatal exposure; more specifically, the time period when the child consumed baby food.
Several of the cited studies found IQ impact from mercury exposure, but only prenatal exposure,
which is not particularly relevant to the postnatal consumption of baby food products that are
alleged in the various complaints.[9]



e Review articles versus primary literature: Review articles suffer from many limitations and
potential biases, including the possibility of gaps or omissions of relevant scientific research,
potential errors or misrepresentations of the primary data, and bias from the authors' personal
opinions. The subcommittee report ignores the limitations of review articles generally, including
the limitations identified by their own references.[10]

e Problems with cross-sectional analyses: The subcommittee report relied on a number of cross-
sectional studies. In a cross-sectional design, the exposure and outcome are measured at the
same time, and it is not possible to establish a temporal relationship between the exposure and
outcome, whether the exposure occurred before or after the outcome. Because of this, causality
cannot be inferred.[11]

e Inconsistency between the referenced articles and statements in the report: The referenced
articles do not always support the accompanying statements in the subcommittee report — a
foundational flaw.[12]

In short, the "scientific support" provided by the subcommittee report does not depict a comprehensive
and thorough investigation of the relationship between heavy metal exposure and child
neurodevelopment.

The Subcommittee Report and FDA Regulatory History and Action Plan

The FDA seems to agree that the subcommittee report does not currently warrant a dramatic
modification in its regulatory position regarding baby foods. With access to the same published
literature relied on by the subcommittee report, the FDA has made clear in its action plan that any risk
presented by the presence of the heavy metals identified in the report is at best inconclusive at this
point.

It takes no immediate steps to add label warnings or to pull products from the market. Instead, it
establishes a timeline for gathering data and engaging in research, with the goal of establishing action
levels for categories of food consumed by babies and young children.[13]

Absent presently available credible evidence that exposure to the levels of heavy metals identified in the
various baby food products is harmful at any dose, it may be difficult for a court to conclude that the
absence of statements about heavy metals in the baby food product is misleading.

Class Actions

Federal court class actions are generally governed by Rule 23 of the Federal Rules of Civil Procedure.[14]
To qualify for class action treatment, a case must satisfy four requirements pursuant to Rule 23(a):

e The class is so numerous that joinder of all members is impracticable;
e There are questions of law or fact common to the class;

e The claims or defenses of the representative parties are typical of the claims or defenses of the
class; and

e The representative parties will fairly and adequately protect the interests of the class.



As courts have noted, these four threshold requirements are referred to as numerosity, commonality,
typicality and adequacy of representation.[15] In addition, Rule 23 class certification also requires,
among other things, that:

e Prosecuting separate actions by or against individual class members would create a risk of:

e Inconsistent or varying adjudications with respect to individual class members that would
establish incompatible standards of conduct for the party opposing the class; or

e Adjudications with respect to individual class members that, as a practical matter, would
be dispositive of the interests of the other members not parties to the individual
adjudications or would substantially impair or impede their ability to protect their
interests;

e The party opposing the class has acted or refused to act on grounds that apply generally to the
class, so that final injunctive relief or corresponding declaratory relief is appropriate respecting
the class as a whole; or

e The court finds that the questions of law or fact common to class members predominate over
any questions affecting only individual members, and that a class action is superior to other
available methods for fairly and efficiently adjudicating the controversy.[16]

Obstacles to Certification in Baby Food Putative Class Actions

Complaints against the baby food manufacturers provide some indications of the challenges plaintiffs
will face.

The complaint filed in the U.S. District Court for the Eastern District of New York on behalf of putative
class representatives including Lori-Anne Albano alleges causes of actions against four separate
manufacturers: Hain Celestial Group, Beech-Nut, Gerber and Nurture Inc.[17]

Complications exhibited by this complaint demonstrate some of the reasons why class certification may
not be appropriate, particularly as the complaint is presently pled:

e The Albano complaint seeks class certification for a nationwide class for all purchasers of
products from any of the four defendants from 2017 to the present, as well as state-specific
classes for consumers of the products in Pennsylvania, New York and Massachusetts.

e Not all the causes of action apply to all the putative class representatives or to all the
defendants. Some are asserted only for the New York state class on the basis of New York
statutory causes of action. Another is asserted on behalf of only the putative Pennsylvania
classes on the basis of a Pennsylvania statute. Yet another cause of action is asserted on behalf
of the New York and Massachusetts classes, but not the Pennsylvania classes.

e Some of the causes of action implicate the Gerber and Nurture defendants only; others
implicate Hain and Beech-Nut defendants only; while only two causes of action, out of five,
implicate all four defendants.



Currently, this complaint would require the application of myriad different state statutes as well as the
common law of various states. Thus, the requirements of Rule 23(a)(2), that there are "questions of law
or fact common to the class," and Rule 23(b)(3), that "questions of law or fact common to class
members predominate over any questions affecting only individual members" — the so-called
predominance prong — would present significant obstacles to certifying a nationwide class.

If the Albano complaint were narrowed to a single-state class, it would still suffer from the infirmity that
all of the putative single-state classes in the Albano complaint involve multiple defendants, each of
which has different products with different levels and different types of alleged various heavy
metals.[18]

Moreover, while the Albano complaint alleges that common to all the defendants is the question
"[w]hether Defendants knew their products contained harmful heavy metals that rendered their baby
food products unsafe for babies," questions about what each defendant knew about its ingredients vary
significantly.[19] Even the subcommittee report, relied upon by the plaintiffs, makes this clear when it
delineates different information in what certain companies' internal documents show, and identifies
other companies that did not cooperate with the subcommittee's inquiries.[20]

Even a class action complaint against a single manufacturing defendant in a single state may fail to
qualify for class action treatment. For example, as an alternative to causes of action seeking nationwide
class certification, the Albano complaint alleges a New York state class action against four separate
individual defendants. Questions still persist as to whether the multitude of different products that each
company produces — each with different heavy metals, and different levels of any such heavy metals —
would defeat class action.

Although the Albano complaint alleges that the "nature of the relief, including damages and equitable
relief,"[21] sought is common to all class members, the claimed injuries hardly seem common, or that
they predominate. The damages available will depend on:

e What products particular class members purchased;

e When they purchased the products;

e How much of each product they purchased;

e How much of the product was consumed; and

e What they might have purchased instead of these products to feed their babies and toddlers.
Moreover, it is unclear that the claims for injunctive relief or monetary damages satisfy the
requirements under Rule 23(b)(2). The U.S. Supreme Court has noted that claims for individualized

monetary damages bar class certification under Rule 23(b)(2) unless they are merely incidental to
requested declaratory relief.[22]

Here, the Albano complaint seeks monetary damages for the members of the class who seek
reimbursement for products that they would not have otherwise purchased, or which they would have
purchased only at a reduced price. These allegations seem to suggest that the damages they seek are
hardly incidental to the requested declaratory and injunctive relief.[23]



Class Actions and New York's General Business Law Sections 349 and 350

Even if any of these proposed classes manage to survive Rule 23 challenges, they still face additional
hurdles when the consumer protection statutes that such class actions allegedly apply are examined
more carefully. New York state's consumer protection statutes are prime examples:

The Albano complaint sets forth, among other causes of action, two based on New York state's
consumer protection statutes, General Business Law Sections 349 and 350.[24] Under these provisions,
New York state requires that a plaintiff must allege that a defendant has engaged in (1) consumer-
oriented conduct that is (2) materially misleading, and that (3) the plaintiff suffered injury as a result of
the allegedly deceptive act or practice.[25]

While the first element is likely beyond challenge, the second and third present additional difficulties for
plaintiffs.

What constitutes a materially misleading statement in the baby food class action context?

A material misrepresentation under Sections 349 and 350 is one that is "likely to mislead a reasonable
consumer."[26] Here, the plaintiffs must establish that the allegedly deceptive labels and marketing
materials were "likely to mislead a reasonable consumer acting reasonably under the
circumstances."[27]

The Albano complaint alleges that the labeling of the product failed to notify purchasers of the
dangerous and harmful levels of heavy metals contained in all of the products. However, there are
several problems with this allegation. First, the labels have no information about heavy metals at all, and
there is currently no obligation to include such data in the product labeling.

Second, these labels contain misrepresentations that are misleading only if the companies knew or
should have known that the ingredients in their products were unreasonably dangerous — a contention
by the plaintiffs that relies on the data in the subcommittee report. There is reason to be suspicious of
the conclusions that the plaintiffs draw from the report, and from the underlying data.

What constitutes an injury in the baby food class actions?

The injury element provides another significant challenge to the plaintiffs. The Albano complaint asserts
that the plaintiffs "would not have purchased ... or would have paid less" for the products they did
purchase.[28]

The Albano complaint provides no indication as to what products they might have purchased in the
alternative, what price they may have expected to pay for products that did not include the allegedly
offending ingredients, nor the amount they overpaid for the allegedly adulterated baby food products.
If precertification discovery fails to provide additional evidence to support the allegations that the
consumers would not have purchased the products, or would have paid less for them, these claims will
also fail.[29]

Conclusions

Plaintiffs in the baby food litigation face significant hurdles that may prove to be impassable barriers to



aggregating claims using the class action device. Just a sampling of these issues, including questions
about commonality and predominance, are discussed above.

Make no mistake, the baby food defendants certainly have other arguments to rebut class action efforts
of the plaintiffs counsel.[30] Perhaps equally problematic, efforts to use consumer protection statutes,
such as New York's General Business Law Sections 349 and 350, also present significant challenges,
particularly in the wake of the FDA's recent pronouncements about these products.

Whether the courts will find that the plaintiffs' allegations of misconduct by the baby food industry
satisfy the requirements of Rule 23, or those of state consumer protection statutes, remains to be seen.

Eric M. Kraus, Joanna J. Chen and Lisa L. Smith are partners at Phillips Lytle LLP.

The opinions expressed are those of the author(s) and do not necessarily reflect the views of the firm, its
clients or Portfolio Media Inc., or any of its or their respective dffiliates. This article is for general
information purposes and is not intended to be and should not be taken as legal advice.
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