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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF ILLINOIS
EASTERN DIVISION

Dominique Lopez, Bianca Raya, Laurie |Case No.
Thomas, and Amanda Seutter,
individually and on behalf of a class of
similarly situated individuals,

PLAINTIFFS, DEMAND FOR JURY TRIAL

V.

MEAD JOHNSON NUTRITION
COMPANY and MEAD JOHNSON &

COMPANY, LLC,
DEFENDANT.
CLASS ACTION COMPLAINT
1. Plaintiffs Dominique Lopez, Bianca Raya, Laurie Thomas, and Amanda Seutter

(“Plaintiffs”), individually and on behalf of all others similarly situated, by and through their
undersigned attorneys, bring this Class Action Complaint against Defendant Mead Johnson
Nutrition Company and Defendant Mead Johnson & Company, LLC (collectively, “Defendant”
or “Mead Johnson”), for its knowing, reckless, and/or intentional practice of failing to disclose
the lack of quality controls in manufacturing its infant formula and also failing to disclose the

presence of Heavy Metals in its Enfamil® infant formulas (“Products” or “Infant Formulas”).!

' As used herein, “Heavy Metals” includes arsenic, cadmium, and lead. “Products” or “Infant
Formula(s)” as to the Heavy Metals allegations refer to the following Mead Johnson powdered
infant formula products: Enfamil A.R., Enfamil Gentlease, Enfamil Enspire Gentlease, Enfamil
NeuroPro, Enfamil NeuroPro Sensitive, Enfamil Nutramigen, and Enfamil ProSobee. Discovery
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The Infant Formulas are sold throughout the United States and do not conform to their
packaging. Plaintiffs seek both injunctive and monetary relief on behalf of the proposed Classes
(as defined herein), including requiring full disclosure of the lack of quality controls and
disclosure of the risk or presence of Heavy Metals on the Products’ packaging, and restoring
monies to the members of the proposed Classes. Plaintiffs allege the following based upon
personal knowledge as well as investigation by their counsel as to themselves, and as to all other
matters, upon information and belief. Plaintiffs believe that substantial evidentiary support will
exist for the allegations set forth herein after a reasonable opportunity for discovery.

NATURE OF THE ACTION

2. Mead Johnson is one of the primary manufacturers of infant formula in the United
States and previously held 39.6% of the market share for powdered infant formula.? As a trusted
manufacturer and vendor of products consumed exclusively by babies and young children, it
carries a duty of the highest importance to implement and maintain quality control when
manufacturing its products. When a company selling vital products, such as Defendant who sells
infant formula, knowingly fails to ensure the safety of its products, it must not allow dangerous
toxins or contaminants, such as Heavy Metals, to be consumed by its unsuspecting consumers.
Rather, these companies have a duty to disclose material risks of contamination—allowing

consumers to make informed decisions about the risks they are willing to take (especially with

may reveal additional products that contain Heavy Metals and/or the presence of additional
contaminants or heavy metals. Plaintiffs reserve their rights to amend and include any such
products or heavy metals in this action.

2 Market Share of the Leading Vendors of Baby Formula (Powder) in the United States in 2016,
Based on Dollar Sales, available at https://www.statista.com/statistics/443975/market-share-of-
the-leading-us-baby-formula-powder-companies/ (last accessed January 25, 2024).
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the health of their infants) and assess the true value of the product they are considering for
purchase. Defendant failed to do so in this case.

3. In August 2023, the FDA found that Defendant ignored its duties to ensure proper
quality control measures in its manufacturing facilities.> This came after Defendant voluntarily
recalled two batches of infant formula products in February 2023 due to bacterial
contamination.* The FDA then inspected Defendant’s facilities and found such poor quality
control conditions that it issued a formal “warning letter” to the company for violations of the
Food, Drug, and Cosmetic Act (FDCA).> The FDA issued the warning because “manufacturers
are responsible for ensuring they make safe products,” and the letter was “intended to help the
industry improve the safety of their manufacturing practices,” indicating that existing practices
failed to uphold the company’s duties.® Unfortunately, the inspections and warning letter failed
to prevent another recall of Defendant’s formula. In December 2023, Defendant voluntarily
recalled hundreds of thousands of infant formula products that were similarly at risk of bacterial

contamination yet again due to its failure to implement adequate quality control measures.’

3 FDA, FDA Issues Warning Letters to Three Infant Formula Manufacturers, available at
https://www.fda.gov/news-events/press-announcements/fda-issues-warning-letters-three-infant-
formula-manufacturers (last accessed January 21, 2024) (“FDA Issues Warning Letters to Three
Infant Formula Manufacturers”).

* Id.; see also FDA, Reckitt Recalls Two Batches of Prosobee 12.9 oz Simply Plant Based Infant
Formula Because of Possible Health Risk, available at https://www.fda.gov/safety/recalls-
market-withdrawals-safety-alerts/reckitt-recalls-two-batches-prosobee-129-0z-simply-plant-
based-infant-formula-because-possible (last accessed January 21, 2024) (“Reckitt Recalls Two
Batches of Prosobee™).

3> FDA Issues Warning Letters to Three Infant Formula Manufacturers, supra.
S1d.

" FDA, Reckitt/Mead Johnson Nutrition Voluntarily Recalls Select Batches of Nutramigen
Hypoallergenic Infant Formula Powder Because of Possible Health Risk, available at
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/reckittmead-johnson-

nutrition-voluntarily-recalls-select-batches-nutramigen-hypoallergenic-infant ~ (last  accessed
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4. Unsurprisingly, Defendant’s Products also contain other dangerous toxins: Heavy
Metals. As detailed below, individuals, especially infants, who consume Heavy Metals risk
developing serious adverse health effects — a risk which most consumers are aware of and
strongly prefer to avoid in food they feed children (who are more vulnerable to those risks than
others). Yet, Defendant chose to sell itself to new parents as a trusted company, without
disclosing the lack of quality control where it manufactured its infant formula or that the formula
contained or had a material risk of containing Heavy Metals (collectively, the “Omissions”), both
of which would be material to any parent purchasing formula for their infant.

5. Infants rely on breastmilk and/or infant formula for their nutrition and growth.
The U.S. Dietary Guidelines for Americans and the American Academy of Pediatrics
recommends breastfeeding babies exclusively for about six months from birth and continuing
afterwards along with introduction of solid foods until they are 12 months old and beyond.®
However, according to the Centers for Disease Control and Prevention (“CDC”), only 46.3% of
babies under three months old are exclusively breastfed, and the percentage of babies exclusively
breastfed through six months drops to 25.8%.° For babies younger than six months, the CDC
recommends that breast milk or infant formula are the only things they eat for their nutrition, and

while supplementing with some solid food, breastmilk or infant formula is recommended up to

January 21, 2024) (“Mead Johnson Nutrition Voluntarily Recalls Select Batches of
Nutramigen™); see also What's Causing the Latest Baby Formula Recall, available at
https://time.com/6553508/baby-formula-recall-shortage/ (last accessed January 21, 2024).

8 CDC, Infant and Toddler Nutrition: Recommendation and Benefits, available at
https://www.cdc.gov/nutrition/infantandtoddlernutrition/breastfeeding/recommendations-benefits
html (last accessed January 21, 2024).

? CDC, Facts: Key Breastfeeding Indicators, available at
https://www.cdc.gov/breastfeeding/data/facts.html (last accessed January 21, 2024).
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when they are 24 months old.'® Therefore, a significant number of babies rely on infant formulas
for their growth and nutrition in the first year of their lives and beyond.

6. Reasonable parents, like Plaintiffs, trust and depend on manufacturers, like
Defendant, to sell infant formula that is healthy, nutritious, and free from the presence or
material risk of harmful toxins, contaminants, and chemicals and made with reliable quality
control measures. They certainly expect the formula they feed their infants to be free of the risk
or presence of Heavy Metals, substances known to have significant and unsafe developmental
and health consequences as detailed herein.

7. Consumers lack the knowledge and opportunity to determine if quality control
procedures are followed in the manufacturing of the Products. Consumers also lack the scientific
knowledge necessary to determine whether Defendant’s Products do in fact contain (or have a
material risk of containing) Heavy Metals or to ascertain the true nature of the ingredients and
quality of the Products. Reasonable consumers therefore must and do rely on Defendant to
properly and fully disclose what its Products contain. This is especially true for products such as
infant formula, the contents of which include the risk or presence of Heavy Metals, including
arsenic, lead, or cadmium, that are being fed to hours-, days- or months-old babies. Such
information would be material to any reasonable parent’s purchasing decisions.

8. Defendant’s packaging is designed to induce reasonable consumers to believe in
the high quality and safety of its infant formula while omitting any information about the
inclusion (or material risk of inclusion) of Heavy Metals and the utter failure to use quality

control measures in its manufacturing.

10 CDC, When, What, and How to Introduce Solid Foods, available at
https://www.cdc.gov/nutrition/InfantandToddlerNutrition/foods-and-drinks/when-to-introduce-
solid-foods.html (last accessed January 21, 2024).
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9. For example, the packaging emphasizes that the Infant Formulas are healthy and

made with nutritious ingredients that help support proper development and growth:'!

10. The packaging on the Infant Formulas also stresses that there are no detrimental, harmful,

and genetically engineered ingredients: '

11. On these packages and others, Defendant states the Infant Formulas contain

nutritious ingredients such as Docosahexaenoic Acid (“DHA”), prebiotics such as human milk

' https://www.enfamil.com/products/enfamil-neuropro-infant-formula/powder-tub-20-7-o0z-tub/
(last accessed January 21, 2024).

12

https://www.enfamil.com/products/enfamil-neuropro-gentlease-formula/powder-tub-19-5-0z-
tub/ (last accessed January 25, 2024).
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oligosaccharides (“HMO”), probiotics, and desirable (naturally occurring) minerals such as

selenium.

12.  Based on the messaging and impression communicated by the packaging and the
material nondisclosures, no reasonable consumer could expect or understand that the Infant
Formulas contained or risked containing Heavy Metals. This is especially true as the
development and physical risks created by ingestion of Heavy Metals by infants are well-
recognized.

13.  Likewise, this same packaging promising healthy, high quality and safe products
would not lead reasonable consumers to expect or understand that the Infant Formula was

manufactured by a company that allowed improper quality control procedures.
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14.  Defendant’s website provides further context to demonstrate that the Products’
packaging is deceptive by promising a healthy product that poses no risks to any infants.
Specifically, Defendant promises on its website that: (1) Defendant “[sJupport[s] the brain in
everything” it does with products that “are excellent for routine, everyday feeding;”'* (2) “[t]he
health and safety of infants and children is [Defendant’s] top priority,” and it is “committed to
providing a high quality and safe products [sic] for [its] littlest consumers;”'* (3) Defendant’s
“products undergo extensive quality and safety checks throughout the manufacturing process—
from raw materials to finished product” and that “samples from every batch [it] produce[s] are
tested to ensure the product meets [its] stringent quality standards;”!®> and (4) “[p]arents can be
assured that our infant formulas are safe and nutritious feeding options for their infants.”'¢ This
is all in direct contradiction to the Omissions.

15. First, the FDA has cited Defendant for inadequate or nonexistent quality control
methods four times since December 2017, three of which were for failing to “establish a system
of process controls . . . to ensure that infant formula does not become adulterated due to the
presence of microorganisms in the formula or in the processing environment.”!” Similarly, the

fourth citation (following an FDA inspection on July 6, 2022) was for failing to “maintain a

13 https://www.enfamil.com/why-enfamil/enfamil-formula-family/ (last accessed January 21,
2024).

14 https://www.enfamil.com/why-enfamil/quality-assurance/ (last accessed January 21, 2024).
5.

161d.
7 FDA Dashboard: Firm Profile for Mead Johnson & Company, LLC, available at
https://datadashboard.fda.gov/ora/firmprofile. htm?FEIi=1812170&/identity/1812170 (last

accessed January 21, 2024) (“Mead Johnson FDA Dashboard”).
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building used in manufacture, processing, packing, or holding of infant formula in a clean and
sanitary condition.”!®

16.  Despite known control failures and attendant risks, Defendant knowingly chose to
not disclose to consumers that the Infant Formulas were manufactured without basic quality
controls. Nowhere on the Infant Formulas’ packaging (or the Defendant’s website or
advertisements) is the lack of proper manufacturing controls or the material risk of
contamination from failing to ensure safe manufacturing processes disclosed.

17.  Instead, to induce reasonable consumers to believe in the quality and safety of its
Products and to justify a price that reflects a premium, Defendant chose to focus on promoting its
Infant Formulas on its packaging as high quality and made with nutritious ingredients, and to not
disclose the true quality of the Products.

18. Second, on information and belief, Defendant was knowingly, recklessly, and/or
intentionally selling Infant Formulas that contained detectable levels of arsenic, cadmium, or
lead, all known to pose health risks to humans, and particularly to infants."

19.  Independent testing also confirmed the presence of Heavy Metals in two of

Defendant’s Infant Formulas:%°

8 1d.

9 Healthy Babies Bright Futures’ Report: What’s in My Baby’s Food?, available at
https://www.healthybabyfood.org/sites/healthybabyfoods.org/files/2020-
04/BabyFoodReport ENGLISH R6.pdf (last accessed January 21, 2024) (“HBBF Report”).

20 1d. at 20.
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Infant Formula Arsenic Cadmium Lead

(ppb) (ppb) (ppb)
Enfamil ProSobee Soy Infant Formula 6.2% 6.9 7.8
Enfamil Infant — Infant Formula Milk- <2.2 0.7* 2.0
Based with Iron, 0-12 months

20. Arsenic, cadmium, and lead are all known to pose health risks to humans, and
particularly to infants.?!

21.  Exposure to Heavy Metals has significant and dangerous health consequences. A
2021 report by the U.S. House of Representatives’ Subcommittee on Economic and Consumer
Policy, Committee on Oversight and Reform highlighted the material risk of including Heavy
Metals in baby food, spurred by the knowledge that “[e]ven low levels of exposure can cause
serious and often irreversible damage to brain development.”??

22.  Despite the known health risks, Defendant knowingly chose to not disclose to
consumers that the Infant Formulas contain (or have a material risk of containing) Heavy Metals.

Nowhere on the Infant Formulas’ packaging is it disclosed that they contain (or have a material

risk of containing) Heavy Metals.

2l See generally, id.

22 U.S. House of Representatives, Committee on Oversight and Reform, Subcommittee on
Economic and Consumer Policy, Staff Report, “Baby Foods Are Tainted with Dangerous Levels
of Arsenic, Lead, Cadmium, and Mercury,” February 4, 2021, available at
https://oversightdemocrats.house.gov/sites/democrats.oversight.house.gov/files/2021-02-
04%20ECP%20Baby%20F00d%20Staff%20Report.pdf (last accessed January 21, 2024)
(“Congressional Committee Report”); see also U.S. House of Representatives, Committee on
Oversight and Reform, Subcommittee on Economic and Consumer Policy, Staff Report, “New
Disclosures Show Dangerous Levels of Toxic Heavy Metals in Even More Baby Foods,”
September 29, 2021, available at
https://oversightdemocrats.house.gov/sites/democrats.oversight.house.gov/files/ECP%20Second
%20Baby%20Fo00d%20Report%209.29.21%20FINAL.pdf (last accessed January 21, 2024)
(“Second Congressional Committee Report”).
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23. The Infant Formulas’ packaging does not include any type of disclaimer or
disclosure regarding the presence of Heavy Metals that would inform consumers of their
presence or risk. Likewise, nothing on the packaging states that ingestion of Heavy Metals can
be unsafe or accumulate over time resulting in developmental issues, poisoning, injury, and/or
disease.

24.  Instead, to induce reasonable consumers to believe in the quality and safety of its
Products and to justify a price that reflects a premium, Defendant chose to focus on promoting its
Infant Formulas on its packaging as high quality and made with nutritious ingredients.

25.  Defendant’s marketing strategy reflects the concerns raised by the World Health
Organization (“WHO”) and UNICEF in its report acknowledging the troubling marketing efforts
by infant formula milk manufacturers.?® This report raises deep concerns over the lasting and
pervasive negative effects from the false and misleading information received by parents such as
Plaintiffs through such aggressive marketing efforts by infant formula manufacturers such as
Defendant.?*

26.  Based on Defendant’s packaging and related omissions, no reasonable consumer
had any reason to know or expect that the Infant Formulas contained Heavy Metals.
Furthermore, reasonable parents, like Plaintiff, who were feeding the Infant Formulas to their
babies (multiple times a day) would consider the mere presence (or risk) of Heavy Metals a

material fact when considering whether to purchase the Infant Formulas.

23 WHO, How the Marketing of Formula Milk Influences our Decisions on Infant Feeding,
February 22, 2022, available at https://www.who.int/teams/maternal-newborn-child-adolescent-
health-and-ageing/formula-milk-industry (last accessed January 21, 2024).

24 National Public Radio, Infant Formula Promoted in 'Aggressive’ and ‘Misleading’ Ways, Says
New Global Report, March 1, 2022, available at https://www.npr.org/sections/goatsandsoda
/2022/03/01/1082775961/infant-formula-promoted-in-aggressive-and-misleading-ways-says-
new-global-report (last accessed January 21, 2024).

11
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27.  Defendant knows its customers trust the quality of its Products that are
manufactured for the most vulnerable population — infants — and expect the Infant Formulas to be
properly and safely manufactured and free from the risk and actual presence of Heavy Metals.
Defendant also knows its consumers seek out and wish to purchase infant formulas that possess
nutritious ingredients free of toxins, contaminants, or chemicals, and that these consumers will
pay for infant formulas they believe possess these qualities. Defendant also knows no reasonable
consumer would knowingly provide his or her children with infant formula that contained Heavy
Metals or was manufactured without proper quality control procedures.

28.  Defendant knew that parents would find the Omissions material when deciding
whether to purchase the Infant Formulas and that it was in a special position of public trust to
those consumers.

29. The material Omissions are deceptive, misleading, unfair, and/or false because the
Infant Formulas were manufactured without proper quality control procedures and/or contain (or
risk containing) undisclosed Heavy Metals.

30. The Omissions allowed Defendant to capitalize on, and reap enormous profits
from, reasonable consumers who paid a premium price for Infant Formulas that did not disclose
material information as to the Products’ true quality and value. Defendant continues to
wrongfully induce consumers to purchase its Infant Formulas without full disclosure of the
Omissions.

31. Plaintiffs bring this proposed consumer class action individually and on behalf of
all other members of the Classes (as defined herein), who, from the applicable limitations period
up to and including the present, purchased for household use and not resale any of Defendant’s

Infant Formulas.

12
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JURISDICTION AND VENUE

32. This Court has original jurisdiction over all causes of action asserted herein under
the Class Action Fairness Act, 28 U.S.C. §1332(d)(2), because the matter in controversy exceeds
the sum or value or $5,000,000 exclusive of interest and costs and more than two-thirds of the
Class resides in states other than the state in which Defendant is a citizen and in which this case
is filed, and therefore any exemptions to jurisdiction under 28 U.S.C. §1332(d)(2) do not apply.

33. Venue is proper in this Court pursuant to 28 U.S.C. §1391, because Plaintiffs
suffered injury as a result of Defendant’s acts in this District, many of the acts and transactions
giving rise to this action occurred in this District, and Defendant conducts substantial business in
this District and has intentionally availed itself of the laws and markets of this District and is
headquartered and subject to personal jurisdiction in this District.

THE PARTIES

34. Plaintiff Dominique Lopez (“Plaintiff Lopez™) is, and at times relevant hereto
was, a citizen of the State of California and currently resides in Contra Costa County in the State
of California. She purchased the Infant Formula, including Enfamil® Nutramigen, Enfamil®
ProSobee, and Enfamil® NeuroPro for household use.

35.  Plaintiff Lopez purchased the Infant Formula for her child from Target, Safeway,
and Walmart in Antioch, California, from approximately May 2021 until September 2022.

36.  Plaintiff Lopez believed she was feeding her child healthy and nutritious Infant
Formula. Prior to purchasing the Infant Formula, Plaintiff Lopez saw and relied upon the
packaging of the Infant Formula. During the time she purchased and fed her children the Infant
Formula, and due to the Omissions by Defendant, she was unaware the Infant Formulas were

manufactured without proper quality control procedures and contained (or had a material risk of

13
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containing) Heavy Metals and would not have purchased the Infant Formulas if that information
had been fully disclosed. Plaintiff Lopez would be willing to purchase Enfamil® products in the
future if she could be certain that they were safely manufactured and do not contain (or have a
material risk of containing) Heavy Metals.

37. Plaintiff Bianca Raya (“Plaintiff Raya”) is, and at times relevant hereto was, a
citizen of the State of Illinois and currently resides in Rock Island County in the State of Illinois.
She purchased the Infant Formula, including Enfamil® Nutramigen and Enfamil® Gentlease for
household use.

38.  Plaintiff Raya purchased the Infant Formula for her child from WalMart, Target
and Walgreens in Moline, Illinois, from approximately February 2023 until December 2023.

39.  Plaintiff Raya believed she was feeding her child healthy and nutritious Infant
Formula. Prior to purchasing the Infant Formula, Plaintiff Raya saw and relied upon the
packaging of the Infant Formula. During the time she purchased and fed her children the Infant
Formula, and due to the Omissions by Defendant, she was unaware the Infant Formulas were
manufactured without proper quality control procedures and contained (or had a material risk of
containing) Heavy Metals and would not have purchased the Infant Formulas if that information
had been fully disclosed. Plaintiff Raya would be willing to purchase Enfamil® products in the
future if she could be certain that they were safely manufactured and do not contain (or have a
material risk of containing) Heavy Metals.

40. Plaintiff Laurie Thomas (“Plaintiff Thomas™) is, and at times relevant hereto was,
a resident of Petersburg, Illinois and currently resides in Menard County in the State of Illinois.
She purchased the Infant Formula, including Enfamil® NeuroPro and Enfamil® Gentlease for

household use.

14
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41.  Plaintiff Thomas purchased the Infant Formula for her children from Hyvee,
WalMart, County Market, and other grocery stores in Springfield, Illinois, from approximately
2018 until 2021.

42.  Plaintiff Thomas believed she was feeding her children healthy and nutritious
Infant Formula. Prior to purchasing the Infant Formula, Plaintiftf Thomas saw and relied upon
the packaging of the Infant Formula. During the time she purchased and fed her children the
Infant Formula, and due to the Omissions by Defendant, she was unaware the Infant Formulas
were manufactured without proper quality control procedures and contained (or had a material
risk of containing) Heavy Metals and would not have purchased the Infant Formulas if that
information had been fully disclosed. Plaintiff Thomas would be willing to purchase Enfamil®
products in the future if she could be certain that they were safely manufactured and do not
contain (or have a material risk of containing) Heavy Metals.

43. Plaintiff Amanda Seutter (‘“Plaintiff Seutter”) is, and at times relevant hereto was,
a resident of Elk River, Minnesota and currently resides in Sherburne County in the State of
Minnesota. She purchased the Infant Formula, including Enfamil® Gentlease for household use.

44.  Plaintiff Seutter purchased the Infant Formula for her child from Target in
Otsego, Minnesota and Amazon.com, from approximately October 2022 until January 2024.

45.  Plaintiff Seutter believed she was feeding her child healthy and nutritious Infant
Formula. Prior to purchasing the Infant Formula, Plaintiff Seutter saw and relied upon the
packaging of the Infant Formula. During the time she purchased and fed her child the Infant
Formula, and due to the Omissions by Defendant, she was unaware the Infant Formulas were
manufactured without proper quality control procedures and contained (or had a material risk of

containing) Heavy Metals and would not have purchased the Infant Formulas if that information

15



Qaase 1122408666 ICDeoumeent#-1 15 bed 006266224FRage 5606 BBSFRagtIDH1%/4

had been fully disclosed. Plaintiff Seutter would be willing to purchase Enfamil® products in the
future if she could be certain that they were safely manufactured and do not contain (or have a
material risk of containing) Heavy Metals.

46.  As a result of Defendant’s intentionally, recklessly, and/or knowingly deceptive
conduct as alleged herein, Plaintiffs were injured when they paid the purchase price or a price
premium for the Infant Formula that did not deliver what was promised by Defendant. Plaintiffs
paid the purchase price on the reasonable assumptions that the packaging was accurate, the
Infant Formulas were manufactured with proper quality control procedures, were free of Heavy
Metals, and posed no potential harm to the physical and mental growth of her infant — long term
or short term. Plaintiffs would not have paid this money had they known the truth about the
Omissions. Further, should Plaintiffs encounter the Infant Formulas in the future, they could not
rely on the truthfulness of the packaging, absent corrective changes to the packaging and
advertising of the Infant Formulas. Damages can be calculated through expert testimony at trial.

47. Defendant Mead Johnson Nutrition Company is a Delaware corporation with its
“Global Headquarters” at 225 North Canal Street in Chicago, Illinois, in Lake County. In June
2017, Mead Johnson Nutrition Company was acquired by Reckitt Benckiser Group PLC, whose
U.S. headquarters are located at 399 Interpace Parkway, Parsippany, New Jersey. Mead Johnson
& Company, LLC, is a Delaware corporation with its headquarters at 2400 West Lloyd
Expressway in Evansville, Indiana, In Vanderburgh County.

48. Defendant, one of the largest producers of infant formula products in the world,
have formulated, developed, manufactured, labeled, distributed, marketed, advertised, and sold

the Infant Formulas under the Enfamil® name throughout the United States, including in this

16



Qaase11224c0v08666 ICDooumeent#1 15 bed 006266224FRage 7706 BBSFRagdIDH#195

District. Defendant has done so continuously from January 1, 2018, to the present (the “Relevant
Period”).

49, Defendant knowingly created, allowed, oversaw, and/or authorized the unlawful,
fraudulent, unfair, misleading, and/or deceptive packaging and related marketing for the Infant
Formulas that did not disclose it used improper quality control procedures in manufacturing the
Products and the presence (or risk) of Heavy Metals in the Infant Formulas. Defendant is also
responsible for sourcing ingredients, manufacturing the Products, and conducting all relevant
quality assurance protocols, including testing of both the ingredients and finished Products.

50.  Plaintiffs relied upon the Infant Formulas’ packaging and the material Omissions,
which was prepared, reviewed, and/or approved by Defendant and its agents at its headquarters
in Illinois and disseminated by Defendant and its agents through the material Omissions from the
packaging. The Omissions were nondisclosed material content that a reasonable consumer
would consider important in purchasing the Infant Formulas.

51. The Infant Formulas, at a minimum, include:

17
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(a) Enfamil® A.R.;

(b) Enfamil® Gentlease;
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(c) Enfamil® Enspire Gentlease;

(d) Enfamil® NeuroPro;
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(e) Enfamil® NeuroPro Sensitive;

® Enfamil® Nutramigen; and

20
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(2) Enfamil® ProSobee.

FACTUAL ALLEGATIONS

I A PATTERN AND PRACTICE OF MANUFACTURING INFANT FORMULA
WITHOUT PROPER QUALITY CONTROL PROCEDURES

52. Defendant has been regarded as one of the most-trusted manufacturers of Infant
Formulas in the United States. However, multiple recalls and FDA investigations in recent years
have revealed the truth about the company’s repeated, systematic failures in its manufacturing

conditions and quality controls.*®

2> See Mead Johnson FDA Dashboard, supra (Defendant has been cited by the FDA four times
from December 2017 to December 2023 for failing to implement and maintain proper sanitation
or quality control measures in its manufacturing plants); Reckitt Recalls Two Batches of
Prosobee, supra (Defendant recalled two batches of infant formula products in February 2023
due to bacterial contamination); FDA Issues Warning Letters to Three Infant Formula
Manufacturers, supra (FDA found Defendant ignored their duties to ensure proper quality
control measures in their manufacturing facilities and issued a formal “warning letter” to
Defendants in August 2023); Mead Johnson Nutrition Voluntarily Recalls Select Batches of
Nutramigen, supra (Defendant yet again recalled infant formula products at risk of bacterial
contamination due to its failure to implement adequate quality control measures); CNN,

21
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53.  Further, supporting the lack of proper quality control measures in the
manufacturing of Defendant’s products, the need for the most recent recall was not discovered
in-house. On December 14, 2023, “the Israeli Ministry of Health notified the FDA that product
tested at the Israeli border as part of routine sampling tested positive for” Cronobacter sakazakii,
bacteria that “can cause rare but potentially deadly infections in newborns.” Only after the Israeli
government’s “routine testing” discovered the contamination did Defendant initiate the recall
under FDA oversight.

54. Defendant’s repeated failure to implement and maintain proper quality control
measures — including routine testing sufficient to discover detectable adulteration of their
products — exists despite the fact that Defendant sells products for infants who are hours, days
and months old, and despite Defendant’s regular practice of telling consumers that its products
are of the highest quality, safe, and nutritious for infants, manufactured under strict and rigorous
quality and safety assurance measures, and in compliance with all FDA regulations for infant
formula.

55. Defendant was in a superior position to know that the Infant Formulas were
manufactured with a lack of proper quality control.

56.  Despite the known quality control failures and the risks those create, Defendant
actively and knowingly concealed from and failed to disclose to consumers that the Infant

Formulas were manufactured without proper quality control. Nowhere on the Infant Formulas’

Reckitt/Mead Johnson Voluntarily Recalls Specialty Infant Formula Due to Possible Bacterial
Infection (Dec. 31, 2023) available at https://www.cnn.com/2023/12/31/business/reckitt-mead-
johnson-recalls-specialty-infant-formula/index.html ~ (last accessed January 21, 2024)
(Defendant’s December 2023 recall affected 675,030 cans of Nutramigen formula, a specialty
formula meant for infants with severe food allergies).
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packaging does Defendant disclose the lack of proper manufacturing controls or material risk of
contamination from failing to ensure proper manufacturing processes.
II. DEFENDANT KNEW OR SHOULD HAVE KNOWN OF THE HEALTH RISKS

PRESENTED TO INFANTS AND CHILDREN FROM HEAVY METALS AND

THE LIKELIHOOD THEY WERE PRESENT IN ITS PRODUCTS

57.  While there are no U.S. federal regulations regarding acceptable levels of Heavy
Metals in infant formulas, it is not due to a lack of risk. According to Linda McCauley, Dean of
the Nell Hodgson Woodruff School of Nursing at Emory University, who studies environmental
health effects, “No level of exposure to these [heavy] metals has been shown to be safe in
vulnerable infants.”?

58.  Indeed, the FDA has acknowledged that “exposure to [these four heavy] metals
are likely to have the most significant impact on public health” and has prioritized them in
connection with its heavy metals workgroup looking to reduce the risks associated with human
consumption of heavy metals.?’

59. Arsenic, cadmium, and lead—the Heavy Metals found in the Infant Formulas—
are neurotoxins, or poisons, which affect the nervous system. Exposure to these Heavy Metals
“diminish[es] quality of life, reduce[s] academic achievement, and disturb[s] behavior, with

profound consequences for the welfare and productivity of entire societies.”®

26 New York Times, Some Baby Food May Contain Toxic Metals, U.S. Reports, available at
https://www.nytimes.com/2021/02/04/health/baby-food-metals-arsenic.html ~ (last  accessed
January 21, 2024) (“Some Baby Food May Contain Toxic Metals™).

Y’EDA, Environmental Contaminants in Food, available at https://www.fda.gov/food/chemical-
contaminants-pesticides/environmental-contaminants-food (last accessed January 21, 2024)
(“Environmental Contaminants in Food”).

28 HBBF Report, supra, at 13.
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60. The Heavy Metals “can harm a baby’s developing brain and nervous system” and
cause negative impacts such as “the permanent loss of intellectual capacity and behavioral
problems like attention-deficit hyperactivity disorder (‘ADHD’).”* Even when trace amounts
are found in food, these Heavy Metals can alter the developing brain and erode a child’s
intelligence quotient (“1Q”).%°

61.  Because Heavy Metals accumulate in the body, including in the kidneys and other
internal organs, the risk they pose grows over time and can remain in one’s body for years.!

62.  Due to their smaller physical size and still-developing brain and organs, infants
and toddlers are particularly susceptible to the toxic effects of Heavy Metals because “[t]hey also
absorb more of the heavy metals that get into their bodies than adults do.”?

63.  Of additional concern to developing infants are the health risks related to
simultaneous exposure to multiple Heavy Metals as “co-exposures can have interactive adverse

effects.”®® Heavy Metals disturb the body’s metabolism and cause “significant changes in

various biological processes such as cell adhesion, intra- and inter-cellular signaling, protein

Y Id. at 6.

39 Congressional Committee Re
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