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INTHE UNITED STATESDISTRICT COURT
FOR THE NORTERN DISTRICT OF ILLINOIS
EASTERN DIVISION

LINDA HOBBS, individually and asa Case No.:

representative of the class,
CLASSACTION COMPLAINT

Plaintiff,
DEMAND FOR JURY TRIAL

VS.

GERBER PRODUCTS CO., acorporation,
d/b/aNESTLE NUTRITION, NESTLE
INFANT NUTRITION, AND NESTLE
NUTRITION NORTH AMERICA,

Defendant.

1.  Plaintiff Linda Hobbs (“ Plaintiff”), on behalf of herself and all other persons who
purchased Gerber Good Start Gentle infant formula in Illinois, aleges as follows on personal
knowledge concerning all facts related to herself, and on information and belief concerning all
other matters:

NATURE OF THE ACTION

2. This case involves a pattern of deceit and unfair business practices by Gerber
Products Co. (“Defendant” or “Gerber”) in the marketing and sale of Good Start Gentle, a
prominent line of infant formula produced by Defendant made from partially hydrolyzed whey
protein.

3.  Plaintiff brings this class action lawsuit challenging false representations and
misleading practices knowingly made or undertaken by Defendant in Good Start Gentle's
promotional campaign including: (a) that Good Start Gentle was the “first and only” formula

whose consumption reduced the risk of infants developing allergies; (b) that consumption of
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Good Start Gentle reduced the risk of developing infant atopic dermatitis, an inflammatory skin
disorder commonly known as eczema; (¢) that Good Start Gentle was the “first and only”
formula endorsed by the Food and Drug Administration (*FDA”) to reduce the risk of
developing alergies; and (d) using the FDA term of art “Qualified Health Claim” to convey
Good Start Gentle received FDA approva for the health claims advertised and was fit for a
particular purpose when, in actuality, the term “Qualified Health Claim” means the FDA did not
grant approva for the use of a unqualified health claim and the scientific support for the claim is
limited or lacking (at best).

4.  Thisis not the first time that Gerber’s corporate parent—Nestle—has made false
and misleading statements to consumers about the purported allergic benefits of Good Start
Gentle. Starting in the late 1980s, Nestle began manufacturing, promoting, and selling partially
hydrolyzed whey protein infant formulas under the Carnation (another U.S. company that Nestle
acquired) Good Start brand name. Nestle promoted Carnation Good Start formulas as being
“hypoallergenic” but was forced to stop making the claim after the FDA began questioning its
scientific support. Nestle was also fined by nine states for falsely and misleading claiming in its
advertisements that Good Start was unlikely to trigger adlergies.

5. In 2005, Nestle—through a subsidiary Nestle USA, Inc. (“Nestle USA”)—
petitioned the FDA to approve a qualified health claim linking partially hydrolyzed whey protein
with a reduced the risk of infants developing food allergies. In 2006, based on its review of the
publicly available scientific evidence, the FDA rejected Nestle's proposed hedth claim, stating
that “no credible evidence” supported a connection between consuming partially hydrolyzed
whey protein and a reduced risk of food alergies. The FDA further rgected the use of a

“disclaimer or qualifying language to accompany” Nestle's proposed claim, stating “neither a
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disclamer nor qualifying language would suffice to prevent consumer deception in this
circumstance, where there is no credible evidence to support the claim.”

6. In 2007, Nestle acquired infant food manufacturer Gerber. Gerber did not
manufacture or sell infant formula at the time, but Good Start Carnation was eventually
rebranded under the Gerber banner.

7. In 2009, Defendant petitioned the FDA to approve a qualified health claim linking
partialy hydrolyzed whey protein to a reduced risk of infants developing atopic dermatitis. In
2011, based on its review of the publicly available scientific evidence, the FDA rgected the
health claim language proposed by Defendant because it mischaracterized the “strength of the
evidence” and would “mislead consumers.” Instead, the FDA stated that it would only consider
exercising its enforcement discretion regarding the atopic dermatitis claim if Defendant modified
the claim and included highly qualifying language that very little or little scientific evidence
(depending on infant age) existed to support the link.

8. However, beginning in at least 2011, despite the FDA’s clear rgections and
compelling evidence contradicting its claims, Defendant falsely advertised Good Start Gentle as
the first and only infant formula to reduce the occurrence of allergies generally, as well as the
first and only infant formula endorsed by the FDA. Defendant made those claims in order to
strategically outpace competitors and substantially increase its sales. Defendant undertook its
marketing campaign with actual knowledge that its clams were fase and misleading and
disregarded the limitations imposed on it by the FDA.

9. Due to Defendant’s pervasive and false marketing campaign that Good Start
Gentle provided benefits to children’s health beyond that offered by other baby formulas and that

the FDA had certified that clam, Plaintiff and the other Class members (as defined below)



Case: 1:17-cv-03534 Document #: 1 Filed: 05/10/17 Page 4 of 32 PagelD #:4

purchased Good Start Gentle at an inflated cost.

10. Plaintiff and the Class were injured by Defendant’s unlawful conduct and are
entitled to actual, statutory, and punitive damages, restitution, interest, and the reimbursement of
attorneys’ fees.

11. In October 2014, the Federal Trade Commission (“FTC”) brought suit against
Defendant seeking to enjoin its deceptive practices in relation to the marketing and sale of Good
Start Gentle, specifically citing Defendant’s false or unsubstantiated claim “that feeding Gerber
Good Start Gentle formula to infants with a family history of alergies prevents or reduces the
risk that they will develop allergies,” along with the false or misleading claim “that Gerber Good
Start Gentle formula qualified for or received approva for a health claim from the Food and
Drug Administration.”

12. Also in October 2014, the FDA issued Defendant a warning letter listing
numerous misrepresentations and falsehoods Defendant made during the promotional campaign
of Good Start Gentle that violated federal law and related regulations. Among other things, the
FDA noted Good Start Gentle was misbranded and in violation of the Federal Food, Drug, and
Cosmetic Act because Good Start Gentle labeling and Defendant’s website were misleading.
Defendant was instructed by the FDA to correct the violations or face potential legal action.

13. Plantiff, on behaf of herself and other similarly situated consumers, brings this
consumer protection action against Defendant based on its course of unlawful conduct. Plaintiff
alleges violations of Illinois Consumer Fraud and Deceptive Trade Practices Act, as well as
Breach of Express Warranty, and Intentional Misrepresentation.

PARTIES

14. Plaintiff is and was at all reevant times herein, a resident of Illinois and is a
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member of the Class. Plaintiff frequently purchased Gerber Good Start Gentle infant formula
based on Defendant’ s fal se advertising and deceptive business practices.

15. Defendant, aso doing business as Nestle Nutrition, Nestle Infant Nutrition, and
Nestle Nutrition North America, is a Michigan corporation with its headquarters located in
Florham Park, New Jersey. Throughout the Class Period (as defined below), Defendant has
transacted business in this district and throughout Illinois, including marketing, distributing, and
selling Good Start Gentle.

JURISDICTION AND VENUE

16. This Court has origina jurisdiction over this case under the Class Action Fairness
Act, 28 U.S.C. 8§ 1332(d)(2). Plaintiff is a citizen of Illinois and Defendant is a citizen, for
diversity purposes, of New Jersey and Michigan. The amount in controversy in this action
exceeds $5,000,000 and there are more than 100 membersin the Class.

17. This Court has persona jurisdiction over Defendant because Defendant is
authorized to conduct business in Illinois, is doing business in Illinois, is registered with the
Illinois Secretary of State, and maintains aregistered agent in Springfield, Illinois. Alternatively,
Defendant is engaged in systematic and continuous business activity in lllinois, has sufficient
minimum contacts in lllinois, or otherwise intentionally avails itself of the Illinois consumer
market through the promotion, marketing, distribution, and sale of consumer goods, including
Good Start Gentle. This purposeful availment renders the exercise of jurisdiction by this Court
over Defendant appropriate under traditional notions of fair play and substantia justice.

18. Venueis proper in this District pursuant to 28 U.S.C. § 1391. Defendant regularly
conducts business in this District, and Defendant is subject to persona jurisdiction in this

District.
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19. All conditions precedent to this action have occurred, been performed, or have
been waived.

FACTUAL ALLEGATIONS

A. Defendant’ sHistory of Falsely Promoting the Aller gic Benefits of Good Start

20. Nestle, Gerber’'s parent, has a long and checkered history of manufacturing,
selling, promoting, and marketing Good Start and other infant formulas in the Unites States and
around the world. There have been numerous boycotts related to Nestle's direct to consumer
sales and marketing practices in countries outside the United States. These practices and the
attendant boycotts led, in part, to the World Health Organization’s adopting the International
Code of Marketing Breast-Milk Substitutes (the “WHO Code’), which banned direct to
consumer advertising in those countries that adopted the Code. While the United States has not
adopted the WHO Code, there was—into the late 1980s—a voluntary ban on such advertising.

21. Though Nestle was a mgor supplier of infant formula worldwide, Nestle did not
sell infant formula in the United States until the late 1980s. Nestle had acquired Carnation in
1984, and in 1988 announced that it would enter the United States infant formula market by
promoting its Good Start Formula (which it was aready manufacturing and selling in Europe) to
consumers in the United States under the banner of the Carnation brand. Nestle expected its
formula to capture 25-30% of the infant formula market in the United States within a few years
of its introduction. Denise Gellene, Carnation to Move Into U.S. Baby Formula Market, L.A.

Times, June 4, 1988, available at http://articles.latimes.com/1988-06-04/business/fi-

3994 1 infant-formula-market (last visited May 9, 2017).

22. The announcement of Nestle's plans to market the formula directly to consumers

created an uproar in the pediatric community, including the American Academy of Pediatrics. As
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the Los Angeles Times reported on July 2, 1988, in an article entitled “Marketing to Moms:
Pediatricians Say Carnation Crosses a Fine Ethical Linein Direct Sales of Baby Formula”—

Carnation, which is owned by the Swiss company, Nestle, has
unveiled plans to introduce a formula—called Good Start—for
infants who are allergic to traditional milk and soybean-based
formulas. Good Start and Good Nature, a formula for infants who
have begun to eat solid foods, will be advertised in magazines that
are read by new mothers—a break with the voluntary ban on such
ads.

Jesus Sanchez, Marketing to Moms. Pediatricians Say Carnation Crosses a Fine Ethical
Linein Direct Sales of Baby Formula, L.A. Times, July 2, 1988, available at

http://articles.|atimes.com/1988-07-02/business/fi-5340 1 baby-formula (last visited May 9,

2017).

23. Nestle eventually resolved its dispute with the American Academy of Pediatrics
“by agreeing not to link Carnation’s name to a public information campaign on allergic reactions
to infant formula.” George White, Carnation Says It Has Settled Dispute on Ads. Pediatrics
Group Hit Campaign on Formulas, L.A. Times, July 15, 1988, available at

http://articles.latimes.com/1988-07-15/business/fi-7239 1 ad-campaign (last visited May 9,

2017).

24. Nestle violated the spirit of this agreement, however, by promoting Good Start’s
purported hypoallergenic properties on its label. On March 11, 1989, the Los Angeles Times
reported that, following a request from the FDA for more information on its purported alergy
clams, “Carnation Co., under fire for using an infant formula label that has been caled
misleading, on Friday said it will remove the term *hypo-allergenic’ from its Good Start H.A.
product. Carnation said the label change, which will be effective in April, is being made to

eliminate potential consumer confusion . . . .” George White, Carnation to Alter Label on Baby
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Formula, L.A. Times, March 11, 1989, available at http://articles.latimes.com/1989-03-

11/business/fi-773 1 infant-formula-label (last visited May 9, 2017).

25. After agreeing to remove the term “hypoallergenic’ from the Good Start label,
Carnation also agreed to pay fines to nine states over claims that “it used misleading advertising
to promote its new infant formula as unlikely to trigger alergies.” Jesus Sanchez, Carnation to
pay $90,000 fine in wake of claims its ads misled Los Angeles Times, L.A. Times, July 7, 1989,

available at http://articles.|atimes.com/1989-07-07/business/fi-3433 1 hedth-claims (last visited

May 9, 2017).

26. By 1990, Nestle faled to gain the 25-30% share that it had projected. As
Carnation’s promotiona efforts for Good Start floundered, on December 31, 1990, the Los
Angeles Times reported that Carnation decided to reverse course on direct-to-consumer
advertising and, “over the objections of pediatricians and advocates of breast feeding, will begin
advertising its Good Start formula directly to mothers, beginning in January.” Jesus Sanchez,

Nestle's New Accent, L.A. Times, Dec. 31, 1990, available at http://articles.|atimes.com/1990-

12-31/business/fi-5671 1 food-industry (last visited May 9, 2017).

27. But even after reviving its plan to advertise directly to consumers, Nestle was
unable to capture its desired U.S. market share, which remained below 5%. Nestle eventually
blamed this on a conspiracy between doctors and dominant formula makers to prevent direct-to-
consumer advertising, and brought an antitrust action against these partiesin 1993.

28. On June 21, 1995, jurors rejected Nestle's antitrust case. Thereafter, the Ninth
Circuit rejected Nestle's appeal, affirming the district court’s determination. See Nestle Food Co.
v. Abbott Labs, et al, 105 F.3d 665 (Sth Cir. 1997).

29. After losing in court, Nestle continued promoting Good Start directly to
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consumers. Nestle also looked to again promote the purported allergenic heath benefits of its
Good Start formula. As part of that strategy, and as described more fully below, in June 2005
Nestle petitioned the FDA for approval of a qualified health claim that Good Start can reduce the
risk of common food-allergy symptoms. The FDA rejected that clam in May 2006, finding that
there was “no credible evidence’ to support it.

30. Following the FDA’s denia of its Good Start allergy claims, in 2007 Nestle
acquired Gerber, which at the time was a leading manufacturer and seller of infant food but did
not manufacture or sell infant formula. In a side presentation announcing the acquisition, dated
April 12, 2007, Nestle touted that one important feature of the acquisition would be to allow
Nestle to “Leverag[e] the trust and well-being reputation of the Gerber brand.” At some point
following Gerber’s acquisition, Nestle rebranded “ Good Start” as “ Gerber Good Start.”

31. Thereafter, and since at least 2011, Defendant has manufactured, distributed,
promoted, offered for sale, and sold Good Start Gentle infant formula. Defendant has advertised
and continues to advertise Good Start Gentle formula through television commercials, print
advertisements, point-of-sale displays, product packaging, internet advertisements, and other
promotional materials.

B. Federal Law Requires FDA Approval Before Companies Can Make A Legal

“Health Claim”

32. Under federa law, the FDA is the governmental body tasked with reviewing and
authorizing health claims relating to food products sold in the United States. See FDA,
Questions and Answers: Qualified Health Claimsin Food Labeling (Sept. 28, 2005), available at

http://www.fda.gov/Food/IngredientsPackagingL abeling/L abelingNutrition/ucm207974.htm (last

visited May 9, 2017).
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33. A hedth claim characterizes the relationship between a substance and a disease or
health-related condition. Such a claim explains that a food or food component may reduce the
risk of a disease or a health related condition. An example of a heath clam is: “Diets low in
saturated fat and cholesterol may reduce the risk of heart disease.” Id.

34. Hedth clams fall into two categories. An “unqualified health claim” must be
supported by significant scientific agreement among qualified experts that the claim is supported
by the totality of publicly available scientific evidence for a substance/disease relationship. A
“gualified health claim,” on the other hand, is supported by scientific evidence, but does not meet
the significant scientific agreement standard. As such, to ensure that the health claims are not
false or misleading to consumers, they must be accompanied by a disclaimer or other qualifying
language accurately communicating the level of scientific evidence supporting the claim. 1d.

35. All health claims, whether qualified or unqualified, require pre-market review by
the FDA. The FDA authorizes by regulation unqualified health claims on product labels only if
the substance/disease relationship described by the health claims meets the “significant scientific
agreement” standard. For approved qualified health claims, the FDA issues letters of
enforcement discretion when there is credible evidence to support the claim. 1d. Qualified
health clams must include disclaimers that remedy any potential harm caused by potentially
misleading claims. 1d.

C. The FDA Denies Nestle's Petition for a Qualified Health Claim Linking

Partially Hydrolyzed Whey Protein with a Reduction of Common Food Allergiesin

2006
36. Gerber Good Start Gentle is made with partially hydrolyzed whey protein. Whey

protein is derived from cow’s milk during the production of cheese. Partially hydrolyzed whey

10
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protein undergoes additional processing with heat and enzymes to break the protein into smaller
fragments.
37. In June 2005, Nestle, through Nestle USA, petitioned to have the following

qualified health claim approved by the FDA:

Breastfeeding is the best way to nourish infants. For infants who

are not exclusively breastfed, emerging clinical research in healthy

infants with family history of allergy shows that feeding a 100%

Whey-Protein Partially Hydrolyzed formula may reduce the risk of

common food allergy symptoms, particularly allergic skin rash,

when used instead of whole-protein cow’s milk formula from the

initiation of formula feeding.
See Qualified Health Claims: Letters of Denial — 100 Percent Partially Hydrolyzed Whey Protein
in Infant Formula and Reduced Risk of Food Allergy in Infants (Docket No. 2005Q-0298) (May
11, 2006), available at

http://www.fda.gov/Food/IngredientsPackagingl abeling/L abelingNutrition/ucm073313.htm (last

visited May 9, 2017).

38. The FDA found that no scientific or other evidence supported Nestle's health
clam linking the consumption of partially hydrolyzed whey protein with a reduced risk of
infants developing food allergies. In particular, the FDA reviewed thirty-six studies evaluating
the relationship and concluded that none drew a sound scientific conclusion that partialy
hydrolyzed whey protein did, in fact, reduce such risk. Id. at Appendix 1 (The studies suffer
from a multitude of deficiencies, including improper controls and unacceptable diagnoses of
food allergies.).

39. On May 11, 2006, after “its review of the totality of publicly available scientific
evidence, [the] FDA conclude[d] that there is no credible evidence for arelationship between the

consumption of 100 percent partialy hydrolyzed whey protein in infant formula and a reduced

11
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risk of food allergy.” Id. After so concluding, the FDA denied Nestle's qualified health claim

petition. Id. Critically, the FDA determined that “neither a disclaimer nor qualifying language

would suffice to prevent consumer deception in this circumstance.” Id.

40. TheFDA’sdenia letter was addressed to Melanie Fairchild-Dzanis, Nestle USA’s
Director of Regulatory Issues—Special Nutritional. Fairchild-Dzanis is a lawyer and managed
Nestle USA’ s regulatory function at that time.

41. As aresult of its dealing with the FDA, Defendant possessed actual knowledge
that (a) its clam that partialy hydrolyzed whey protein reduced the risk of infant allergies was
baseless, false and incurable with qualifiers, and (b) the FDA rejected its qualified health claim
regarding the link.

D. The FDA Rejected Defendant’s Petition for a Health Claim Linking Partially
Hydrolyzed Whey Protein and a Reduced Risk of Atopic Dermatitis in Infants As
Proposed in 2011
42. In May 2009, Defendant petitioned to have the following qualified health claim

approved by the FDA:

Breastfeeding is the best way to nourish infants. For infants who

are not exclusively breastfed, emerging clinical research shows

that, in healthy infants with family history of alergy, feeding a

100% Whey-Protein Partially Hydrolyzed infant formulainstead of

a formula containing intact cow’s milk proteins may reduce the

risk of developing the most common allergic disease of infancy—

atopic dermatitis—throughout the 1st year of life and up to 3 years

of age.
See Whey-Protein Partially Hydrolyzed Infant Formula and Reduced Risk of Atopic Dermatitis
(May 24, 2011), available at

http://www.fda.gov/Food/IngredientsPackaginglL abeling/L abelingNutrition/ucm256731.htm (last

visited May 9, 2017).

12
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43. In May 2011, after reviewing the totality of publicly available scientific evidence
at the time, the FDA made two findings regarding Gerber’s qualified health claim. Id. First, the
FDA concluded that there “is very little credible evidence for a qualified health claim about the
relationship between feeding a 100 percent whey-protein partially hydrolyzed infant formula for
the first 4 months of life and a reduced risk of atopic dermatitis throughout the first year of life
and up to 3 years of age.” Id. Second, the FDA concluded “that there is little credible evidence
for a qualified health claim about the relationship between feeding 100 percent whey-protein
partially hydrolyzed infant formula for the first four months of life and a reduced risk of atopic
dermatitis throughout the first year of life.” Id.

44. As a result, the FDA regected Defendant’'s clam as proposed because it
“mischaracterized the strength of the evidence and [was] mideading.” 1d.

45. The FDA stated that it would only consider exercising its enforcement discretion
regarding Defendant’s atopic dermatitis clam if Defendant attached qualifying language to the
effect that “very little scientific evidence” or “little scientific evidence’ supports the link
between partially hydrolyzed whey protein and a reduced risk of atopic dermatitis depending on
the infant age included in the claim. 1d. The FDA aso required Defendant to include stringent
language warning parents and other caretakers that “Partially hydrolyzed formulas should not
be fed to infants who are allergic to milk or to infants with existing milk allergy
symptoms.” Id (emphasisin origina).

46. TheFDA’s 2011 deniad letter was similarly addressed to Ms. Fairchild-Dzanis.

47. As aresult of its dealings with the FDA, Defendant possessed actual knowledge
that (a) its claim that partially hydrolyzed whey protein reduced the risk of infants developing

atopic dermatitis was false or supported by little or very little scientific evidence (at best at the

13
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time) and (b) the FDA rejected Defendant’ s qualified health claim regarding the link as proposed
because the claim was misleading and required that if Defendant was to make the claim it do so
with rigorous qualifying statements.

E. Compelling Scientific Studies Conclude That Partially Hydrolyzed Whey Formula

Does Not Lower The Risk of Allergic Manifestations (Including Eczema) In Infancy

When Compared With Conventional Formula

48. Defendant’s claims linking the consumption of Good Start Gentle (a formula made
with partialy hydrolyzed whey protein) with a reduced risk of developing allergies and atopic
dermatitis (aform of eczema) are false and misleading.

49. Several compelling scientific studies have concluded that partially hydrolyzed
whey formula does not lower the risk of developing alergies or alergic manifestations,
including eczema, during infancy (and up to age 7) when compared with conventional formula.

50. One such study published in June 2011 concluded that “[t]here was no evidence
that introducing [partially hydrolyzed whey formula] at the cessation of breast-feeding reduced
the risk of allergic manifestations, including eczema, asthma, and alergic rhinitis, in [a] study of
high-risk infants.” Adrian J. Lowe, PhD et a., Effect of a partially hydrolyzed whey infant
formula at weaning on risk of allergic disease in high-risk children: A randomized controlled
trial, 128 J. ALLERGY & CLIN. IMMUNOL. 2, Aug. 2011, at 360-65.e4 (“Lowe Study”), attached
hereto as Exhibit A.

51. The Lowe Study further concluded that partially hydrolyzed whey formula did not
reduce the risk of alergic manifestations, including eczema, (1) in children from birth to age 7
and (2) in children both with and without a family history of eczema when compared with

conventional formula. Id. Moreover, there was “no evidence of reduced risk of skin prick test

14
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reactivity” to six common allergens, including cow’s milk, egg white, peanut, house dust mite,
rye grass, and cat dander. Id.

52. The Lowe Study did “not support the recommendation that [partially hydrolyzed
whey formula] should be used after breast-feeding as a preventative strategy for infants at high
risk of alergic diseases.” 1d. The Lowe study is particularly notable because it was the “ second
largest trial to randomize individual infants to receive either [partially hydrolyzed whey protein]
or conventional cow’s milk formula.”

53. Upon information and belief, Defendant knew or should have known about the
Lowe Study’s rejection of its health claims because Nestec Ltd, a subsidiary of Nestle Austraia
Ltd, provided the Lowe Study with study formula and staff funding for the first 6 years of the
study. Id. Upon information and belief, Nestec Ltd and Nestle Austraia Ltd are affiliated with
Defendant. See Nestle S.A., Annua Report 2013 a 154, 165, 170, available at

http://www.nestl e.com/asset-library/documents/library/documents/annual reports/2013-annual -

report-en.pdf (last visited May 9, 2017).

F. Defendant Widely Markets Good Start Gentle asthe First and Only Infant Formula
Endorsed by the FDA Which Prevents Allergies and Reduces the Risk of Atopic
Dermatitis
54. Despite the FDA’'s express guidance and compelling evidence contradicting

Defendant’s claims, Defendant falsely marketed Good Start Gentle as a product endorsed by the

FDA for reducing the risk of developing allergies and atopic dermatitis to attract customers,

increase revenues, and edge out Defendant’ s competition.

55. Since at least 2011, Defendant knowingly disseminated or has caused to be

disseminated advertisements, packaging, and promotional materials for Good Start Gentle in

15
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[llinois containing false and misleading statements, as demonstrated by the following sample of
Good Start Gentle promotional materials.

56. In Exhibit B, atamper-evident seal attached to plastic formula containers of Good
Start Gentle from July 2013 until January 2015, Defendant prominently states that Good Start
Gentle is the “1st and ONLY Routine Formula TO REDUCE THE RISK OF DEVELOPING
ALLERGIES.” Exhibit B falsely communicates to consumers that Good Start Gentle reduced the
risk of infants developing all allergies despite the total lack of evidence supporting that
proposition, an FDA letter rgecting Defendant’s qualified hedth clam, and compelling
evidence, such as the Lowe Study, contradicting the claim.

57. In Exhibit C, a coupon, a gold badge with the words “Meets FDA” printed at the
top, “1st and Only” printed in the center, and “Qualified Health Clam” printed at the bottom.
The coupon further includes a statement that Good Start Gentle “is the first and only formula
brand . . . that meets the criteriafor aFDA Qualified Heath Claim for atopic dermatitis.” Exhibit
C falsely communicates to consumers that the FDA approved Defendant’s qualified health claim
regarding atopic dermatitis when the FDA, in fact, rgected the claim as proposed because it
misled consumers. It aso deceptively uses the FDA term of art “Qualified Health Clam” to
convey that Good Start Gentle is fit for a particular purpose or certified by the FDA when
“Qualified Health Clam” actually means that the claim is lacking or limited. The coupon
notably failsto include the qualifying language required by the FDA and federal law.

58. In Exhibit D (a storyboard dated April 9, 2012), a televison commercia, an
announcer states that “Y ou want your Gerber baby to have your imagination . . . your smile. . .

your eyes . . . not your alergies. . . . [I]f you introduce formula, choose the Gerber Good Start

Comfort Proteins Advantage.” (emphasis added). See Gerber Good Gentle Formula with

16
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Comfort Proteins Advantage Commercial, https://www.youtube.com/watchv=h6l-Cjyg|Eqg (last

visited May 9, 2017). This advertisement falsely communicates to consumers that Good Start
Gentle reduced the risk of infants developing allergies despite compelling evidence contradicting
that proposition and an FDA letter rgjecting Defendant’ s 2005 qualified health claim petition.

59. In Exhibit E, a print advertisement depicting a baby’s face on a canister of Good

Start Gentle, the caption reads, “1 love Mommy’s eyes, not her alergies. If you have alergiesin

your family, breastfeeding your baby can help reduce their risk. And if you decide to introduce
formula research shows the formula you first provide to your baby may make a difference.”
(emphasis added). Exhibit E falsely communicates to consumers that Good Start Gentle reduced
the risk of infants developing alergies despite compelling evidence contradicting that
representation and an FDA letter regecting Defendant’s qualified hedth clam. The
advertisement also notably fails to include the qualifying language required by the FDA and
federal law.

60. In Exhibit F, a magazine advertisement, Defendant promoted Good Start Gentle
as “the first and only infant formula that meets the criteria for a FDA Qualified Health Claim.”
This advertisement falsely communicates to consumers that the FDA approved Defendant’s
health clams when, in redlity, the FDA regjected both of Defendant’s health claims. This
advertisement also deceptively uses the FDA term of art “Qualified Health Claim” to convey that
Good Start Gentle isfit for a particular purpose or certified by the FDA when “Qualified Health
Claim” actually means that the claim is lacking or limited. Notably, the advertisement fails to
include the qualifying language required by the FDA.

61. In Exhibit G, amagazine advertisement printed in People Magazine on August 5,

2013, amother is depicted feeding an infant and a badge is included which states that Good Start

17
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Gentle is the “1st Formula with FDA Qualified Health Claim.” This advertisement falsely
communicates to consumers that the FDA approved Defendant’s health claims when, in reality,
the FDA regected both of Defendant’s health claims. This advertisement aso misleadingly
conveys the FDA term of art “qualified health claim” in order to convince consumers that Good
Start Gentle was fit for a particular purpose or certified for quality by the FDA when “Qualified
Health Claim” actualy means that the claim is lacking or limited. Notably, the advertisement
failsto include the qualifying language required by the FDA.

62. During the Class Period, in addition to this sample, Defendant disseminated
numerous other advertisements and promotional materials touting Good Start Gentle's ability to
reduce the risk of developing allergies, atopic dermatitis, as well as misleadingly using the FDA
term of art “qualified health claim.”

63. Reasonable consumers, including Plaintiff, attached importance to Defendant’s
health and FDA approval claims when determining whether to purchase Gerber Good Start. For
example, parents and caretakers, like Plaintiff, are concerned with the health of their children,
and their decision to purchase (or pay a premium for) a formula would be influenced by claims
that: partialy hydrolyzed whey protein reduces the risk of alergies, and the FDA unequivocally
endorsed the health claims Defendant made on its labels, in its advertisements, and on its
website.

64. Defendant’s misrepresentations were material, increased sales, and allowed
Gerber to inflate the price of Good Start Gentle beyond what it would otherwise be able to

charge consumers.
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G. The FTC Sues Defendant Seeking A Per manent Injunction and Other Equitable
Relief for Violations of the Federal Trade Commission Act Committed During u
Defendant’s Promotional Campaign for Good Start Gentle
65. On October 29, 2014, the FTC filed alawsuit in the District of New Jersey against

Defendant “under Section 13(b) of the Federa Trade Commission Act, 15 U.S.C. § 53(b) to

obtain preliminary and permanent injunctive relief . . . for Defendant’s acts or practices, in

violation of Section 5(a) and 12 of the FTC Act, 15 U.S.C. 88 45(a) and 52, in connection with
the labeling, advertising, marketing, distribution, and sale of Gerber Good Start Gentle, an infant
formula that purports to prevent or reduce the risk of the development of allergies.” Federal

Trade Commission v. Gerber Products Co., 2:14-cv-06771-SRC-CLW, Dkt. No. 1, at 1 (D.N.J.

Oct. 29, 2014).

66. In its complaint, the FTC specifically challenged Defendant’'s false and
unsubstantiated claim that “feeding Gerber Good Start Gentle formula to infants with a family
history of allergies prevents or reduces the risk that they will develop alergies’ and Gerber's
false assertions that “Good Start Gentle formula qualified for or received approval for a health
claim from the Food and Drug Administration.” 1d. at 9-10.

H. The FDA Issues a Warning Letter to Defendant Stating that Good Start Gentle is
Misbranded and Mideading in Violation of Federal Law
67. In addition to the lawsuit filed by the FTC on October 29, 2014, on October 31,

2014, the FDA wrote a warning letter addressed to Mr. Gary Tickle, Defendant’s President and

CEO, outlining various false and misleading representations made in the promotion of Good

Start Gentle that violate federal law and related federal regulations. See generally Warning

Letter, Nestle Infant Nutrition 10/31/14,
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http://www.fda.gov/| CECI/EnforcementA ctions/WarningL etters/2014/ucm423087.htm (last

visited May 9, 2017) (*Warning Letter”).

68. Theviolations cited by the FDA include that:

a)

b)

d)

Good Start Gentle was misbranded under the Federal Food, Drug, and Cosmetic Act,
21 U.S.C. § 301 et seq., because Good Start Gentle's labeling and website “bear
health claims that were not authorized by the FDA.” See Warning Letter at 2;

Good Start Gentle was misbranded under the Federal Food, Drug, and Cosmetic Act,
21 U.SC. § 301 et seq., because Good Start Gentle's labeling, specifically the
tamper evident seal shown in Exhibit B, was “misleading.” Seeid;

Defendant’s health claim that the consumption of 100% partialy hydrolyzed whey
protein reduces the risk of infants developing food allergies was a health claim
previousy considered and denied by the FDA and therefore unauthorized. See
Warning Letter at 2-3;

Defendant failed to ensure safety by not properly informing consumers that Good
Start Gentle should not be fed to infants with milk allergies and that such infants
“care and feeding choices should be under a doctor’s supervision.” See Warning
Letter at 2-4 (Defendant omitted to include key information in mandatory bold type
and excluded other mandatory language entirely.);

Good Start Gentle is misbranded because Defendant wrongly identified “100% whey
partially hydrolyzed” as the substance linked to a reduced risk of atopic dermatitis on
Good Start Gentle's label and website. See Warning Letter at 3. However, the
substance that was the subject of Defendant’s 2011 qualified health claim petition to

the FDA was “100% whey protein partialy hydrolyzed.” 1d. As such, Defendant’s
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health claim regarding atopic dermatitis misleads consumers because it suggests
“that the partial hydrolysis of whey could refer to any or al of the components in
whey being hydrolyzed (i.e., oligosaccharides, fats, and protein),” and no evidence
exists to support such claim. See Warning Letter;

f) Defendant separated qualifying language related to its atopic dermatitis health claim
on its website in a way not approved by the FDA in its 2011 letter of enforcement
discretion to Defendant. See Warning Letter at 5. The FDA expressed concerns that
such separation could mislead consumers.

69. In the letter, the FDA instructed Defendant to “take prompt action to correct the

violations described above” or face potential legal action. See Warning Letter at 5.

70. In a letter dated November 19, 2014 to the FDA, Mr. Tickle discussed the
corrective actions Defendant was taking in response to the FDA’s Warning Letter. Among other
things, Mr. Tickle discussed the use of the tamper-evident seal shown in Exhibit B, stating
specificaly “We have revisited the issue following receipt of the [Warning] Letter and have
made the decision to discontinue the sticker” beginning in January 2015.

71.  OnJduly 13, 2015, the FDA issued a“Close Out Letter” to Defendant. In the Close
Out Letter, the FDA described its evaluation of Defendant’s corrective actions and stated “it
appears that you have addressed the violations’ contained in the Warning Letter. See Close Out
Letter, Nestle Infant Nutrition 7/13/15,

http://www.fda.gov/| CECI/EnforcementA ctions/WarningL etters/2015/ucm454778.htm (last

visited May 9, 2017).
72. Based upon information and belief, the FDA is no longer actively investigating

Defendant’ s fal se and misleading marketing of Good Start Gentle.
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Plaintiff Begins Consistently Purchasing Good Start Gentle Based on Defendant’s

False Promotional Campaign and Suffers Damages

73. During the Class Period, Plaintiff acted as a babysitter and caretaker to a number
of nieces and nephews. Plaintiff’s nephew Aniko, was born in May 2012; her nephew, Aaron,
was born in September 2012; and her niece, Brooklyn, was born in April 2013. Plaintiff
frequently babysat Aniko, Aaron, and Brooklyn during their infancy and was responsible for
choosing and buying the infant formulathey were fed.

74. Plantiff was exposed to Defendant’s deceptive Good Start Gentle advertising
materials beginning in 2012 and continuing until 2014. Among other things, Plaintiff saw and
relied on the tamper-evident seal displayed in Exhibit B, the television commercia shown in
Exhibit D, and the magazine advertisement shown in Exhibit E.

75. Based on Defendant’s false and misleading claims that Good Start Gentle reduced
the risk of developing allergies, atopic dermatitis, and was endorsed or certified by the FDA,
Plaintiff routinely purchased Good Start Gentle formulato feed her nieces and nephews—rather
than competitor infant formulas—beginning in 2012 until the early part of 2014.

76. Plaintiff purchased Good Start Gentle infant formula in various containers and
formats (i.e. powder and ready-to-feed), including plastic containers with the misleading tamper-
evident seal: “1st & ONLY Routine Formula TO REDUCE RISK OF DEVELOPING
ALLERGIES’ as depicted in Exhibit B.

77. Plaintiff bought Gerber Good Start Gentle infant formula containers from stores
located in or near Champaign, lllinois, including Target, Walmart, and a regional grocery chain,
Meijers, for prices generally ranging between $20-50 (the higher prices being for multi-packs of

Good Start Gentle formula).
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78. Plantiff would not have purchased Gerber Good Start Gentle—or would not have
purchased it for the prices that she did—had she known (1) Good Start Gentle did not reduce the
risk of allergies and atopic dermatitis, and (2) the FDA did not endorse, approve, or certify the
health claims Defendant made on Good Start Gentle labels and advertising.

79. However, Plaintiff did not become aware of Defendant’s deceptive advertising
practices until late 2015 or early 2016 when she read news articles on the internet discussing the
alegations against Defendant concerning Good Start Gentle. By that time, she no longer acted as
caretaker for infants or purchased infant formula.

80. For these reasons, Plaintiff and other Class members incurred damages from
Defendant’ s misconduct.

CLASSACTIONALLEGATIONS

81l. Plaintiff asserts her claims on behalf of the following proposed Class:
All persons who have purchased Gerber Good Start Gentle infant
formulain Illinois during the applicable statute of limitations. The
Class excludes any judge or magistrate assigned to this case,
Defendant and any entity in which Defendant has a controlling
interest, and its officers, directors, legal representatives, successors
and assigns. Also excluded from the class are those who
purchased Gerber Good Start Gentle infant formulafor the purpose
of resale and those who assert claims for personal injury.

82. Numerosity: The Class is so numerous that joinder of all Class members is

impracticable. The Class includes hundreds, and likely thousands, of Defendant’ s customers.

83. Typicdlity: Plaintiff’s claims are typical of the members of the Proposed Class
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because, like the other Class members, she was exposed to Defendant’s deceptive advertising

and business practices and purchased Good Start Gentle based on that advertising.

84.

Adequacy: Plaintiff will fairly and adequately protect the interests of the Class,

and has retained counsel experienced in complex class action litigation. Plaintiff has no interests

which are adverse to those of the Class that she seeks to represent.

85.

Commonality: Common questions of law and fact exist as to all members of the

Class and predominate over any questions solely affecting individual members of the Class,

including:

a)

b)

d)

f)

Whether Defendant falsely advertised Good Start Gentle as a product endorsed by
the FDA to reduce the occurrence of allergies and atopic dermatitis in infants;
Whether Defendant disseminated misleading labels, commercias, print
advertisement, point-of-sale displays, and other promotional materials in an effort to
convince customers to purchase Good Start Gentle based on false representations —
namely that the FDA issued a qualified health claim that Good Start Gentle reduced
the occurrence of infant allergies;

Whether Defendant used the term “qualified health claim” in order to mislead
consumers into believing that the FDA certified the quality of Good Start Gentle or
that Good Start Gentle was fit for a particular purpose, rather than convey that any
potential health claim was limited, restricted, or insufficient;

Whether Defendant violated the Illinois Consumer Fraud and Deceptive Trade
Practices Act;

Whether Defendant breached Good Start Gentle' s express warranty;

Whether Defendant intentionally misrepresented the health benefits and FDA
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endorsement of Good Start Gentle;

0) Whether Plaintiff and the Class are entitled to actual, statutory, and punitive

damages, and

h) Whether Plaintiff and the Class are entitled to restitution.

86. These and other questions of law and fact are common to the Class and
predominate over any questions affecting only individua members of the Class.

87. Plaintiff cannot be certain of the form and manner of proposed notice to class
members until the class is finaly defined and discovery is completed regarding the identity of
class members. Plaintiff anticipates, however, that notice by mail will be given to class members
who can be identified specifically. In addition, notice may be published in appropriate
publications, on the internet, in press releases and in similar communications in a way that is
targeted to reach those who may have purchased Gerber Good Start Gentle infant formula. The
cost of notice, after class certification, trial, or settlement before trial, should be borne by
Defendant.

88. Class action status is warranted under Rule 23(b)(1)(A) because the prosecution of
separate actions by or against individual members of the Class would create arisk of inconsistent
or varying adjudications with respect to individua members of the Class, which would establish
incompatible standards of conduct for Defendant.

89. Class action status is also warranted under Rule 23(b)(1)(B) because the
prosecution of separate actions by or against individual members of the Class would create a risk
of adjudications with respect to individual members of the Class which would, as a practical
matter, be dispositive of the interests of the other members not parties to the adjudications, or

substantially impair or impede their ability to protect their interests.
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90. Classaction status is also warranted under Rule 23(b)(3) because questions of law
or fact common to the members of the Class predominate over any questions affecting only
individual members, and a class action is superior to other available methods for the fair and
efficient adjudication of this controversy.

91. Plaintiff reserves her right to modify or amend the definition of the proposed Class
at any time before the Class is certified by the Court.

FIRST CLAIM FOR RELIEF

Violation of thelllinois Consumer Fraud and Deceptive Business Practices Act
(8151LCS §505/1, et seq.)

92. Plaintiff realleges and incorporates by reference the alegations elsewhere in the
Complaint asif set forth fully herein.

93. Plaintiff brings this claim on behalf of herself and the proposed Class.

94. The lllinois Consumer Fraud and Deceptive Business Practices Act (“ICFA”),
815ILCS 88 505/1, et seq., provides protection to consumers by mandating fair competition in
commercia markets for goods and services.

95. The ICFA prohibits any deceptive, unlawful, unfair, or fraudulent business acts or
practices including using deception, fraud, false pretenses, false promises, false advertising,
misrepresentation, or the concealment, suppression, or omission of any material fact, or the use
or employment of any practice described in Section 2 of the “Uniform Deceptive Trade Practices
Act.” 815 ILCS § 505/2.

96. Defendantisa*”person” as defined by section 505/1(c) of the ICFA.

97. The Plaintiff and each member of the Class are “consumers’ as defined by section

505/1(e) of the ICFA.
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98.

Defendant’s marketing of Good Start Gentle created a likelihood of deception or

had the capacity to deceive Plaintiff, other members of the Class, and consumers at large.

Defendant falsely and misleadingly represented that Good Start Gentle had the ability to reduce

the risk of developing allergies, atopic dermatitis, and was specially endorsed or certified by the

FDA. Defendant violated the ICFA when it misrepresented and omitted facts regarding the true

benefits attributes, and sponsorship of Good Start Gentle infant formula.

99.

Moreover, by falsely and misleadingly advertising and labeling Good Start Gentle

as the first and only formula which reduced the risk of alergies and atopic dermatitis, and as a

formula uniquely endorsed by the FDA, Defendant used or employed practices violating section

510/2 of the Uniform Deceptive Trade Practices Act (“DTPA”), including:

510/2(a)(2) which proscribes causing a “likelihood of confuson or of
misunderstanding as to the source, sponsorship, approval, or certification of goods or
services;”

510/2(a)(3) which proscribes causing a “likelihood of confusion or of
misunderstanding as to affiliation, connection, or association with or certification by
another;”

510/2(a)(5) which proscribes “represent[ing] that goods or services have
sponsorship, approval, characteristics, ingredients, uses, benefits, or quantities that
they do not have or that a person has a sponsorship, approval, status, affiliation, or
connection that he or she does not have’

510(a)(7) which proscribes “represent[ing] that goods or services are of a particular
standard, quality, or grade or that goods are a particular style or model, if they are of

another;”
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e 510(a)(9) which proscribes “advertiging] goods or services with intent not to sell

them as advertised.”

100. Good Start Gentle constitutes “merchandise” under the meaning of section
505/1(b) of the IFCA and its sale is within the meaning of “trade” or “commerce” under the
section 505/1(f) of the IFCA, which encompasses the “advertising, offering for sale, sale, or
distribution of any services and distribution of any services and any property, tangible or
intangible, real, personal or mixed, and any other article, commodity, or thing of value wherever
situated, and shall include any trade or commerce directly or indirectly affecting the people of
[llinois].”

101. Defendant intended that Plaintiff, the Class, and other consumers rely on its false
and misleading representations in order to increase sales and the selling price of Good Start
Gentle.

102. In turn, Plaintiff and members of the Class relied upon Defendant’s
mi srepresentations and omissions when they purchased Good Start Gentle.

103. If Paintiff and the Class had been aware of Good Start Gentle's true benefits,
attributes, and sponsorship, they would not have purchased Good Start Gentle, or would have
only purchased Good Start Gentle for amuch lower price.

104. For these reasons, and for reasons stated elsewhere in the Complaint, Plaintiff and
the Class suffered actual damages proximately caused by Defendant.

SECOND CLAIM FOR RELIEF

BREACH OF EXPRESS WARRANTY
105. Plaintiff realleges and incorporates the allegations elsewhere in the Complaint asif

set forth fully herein.
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106. Plaintiff brings this claim on behalf of herself and the proposed Class.

107. As set forth hereinabove, Defendant made representations to the public, including
Plaintiff and the Class, by its advertising, packaging, labeling, and through other means, that
Good Start Gentle was FDA approved to reduce the risk of alergies in infants and that Good
Start Gentle did in fact reduce the risk of allergies in infants. That affirmation of fact and/or
promise became part of the basis of the bargain between the parties and thus constituted an
express warranty.

108. Thereon, Defendant sold the goods to Paintiff and the Class, who bought the
goods from Defendant.

109. However, Defendant breached the express warranty in that the goods were in fact
not FDA approved, did not comply with the FDA’s limited qualified health clam language
requirements, and do not reduce the risk of allergies or atopic dermatitisin infants. As a result of
this breach, Plaintiff and the Classin fact did not receive goods as warranted by Defendant.

110. As a proximate result of this breach of warranty by Defendant, Plaintiff and the
Class have been damaged in an amount to be determined at trial.

THIRD CLAIM FOR RELIEF

FRAUDULENT MISREPRESENTATION
111. Plaintiff realleges and incorporates the allegations elsewhere in the Complaint asif
set forth fully herein.
112. Plaintiff brings this clam on behalf of herself and the proposed Class.
113. Asset forth above, Defendant represented to the public, including Plaintiff and the
Class, by packaging, labeling, advertising, and other means, that Good Start Gentle was FDA

approved to reduce the risk of allergies in infants and that Good Start Gentle did in fact reduce
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therisk of allergiesin infants. These misrepresentations are described in greater detail elsewhere
in the Complaint.

114. Defendant’s representations were untrue in that the FDA did not approve Good
Start Gentle's health claims for qualified use, Good Start Gentle did not comply with the FDA’s
limited qualified health claim language requirements, and Good Start Gentle does not reduce the
risk of alergies or atopic dermatitisin infants.

115. Defendant made these misrepresentations with actual knowledge of their falsity.

116. Defendant made the misrepresentations herein alleged with the intention of
inducing the public to purchase Defendant’ s products.

117. Plantiff, the Class, and the consuming public saw, believed, and reasonably relied
on Defendant’ s advertising, labeling, and packaging when purchasing Good Start Gentle.

118. As a proximate result of Defendant’s intentional misrepresentations, Plaintiff and
the Class were induced to spend an amount to be determined at tria on Good Start Gentle infant
formula

119. As a proximate result of Defendant’s intentional misrepresentations, Plaintiff and
the Class have been damaged in an amount to be determined at trial.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff, on behalf of herself and the Class, praysfor relief asfollows:
a) Determining that this action may proceed as a class action under Rule 23 of the
Federal Rules of Civil Procedure;
b) Designating Plaintiff asthe Class representative;
c) Designating Plaintiff’s counsel as counsel for the Class;

d) Issuing proper notice to the Class at Defendant’ s expense;
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e) Awarding restitution and disgorgement of Defendant’s revenues obtained by
means of any wrongful act or practice to Plaintiff and Class members;

f) Awarding actual, statutory, and punitive damages and interest to Plaintiff and
Class members,

0) Awarding reasonable attorneys fees, interest, and costs to the full extent
permitted by law; and

h) All such other and further relief asthis Court may deem just and proper.

DEMAND FOR JURY TRIAL

Pursuant to Rule 38(b) of the Federal Rules of Civil Procedure, Plaintiff and the Class

demand atrial by jury.

Dated: May 10, 2017 Respectfully submitted,

By:/s Edward A. Wallace
Edward A. Wallace
Adam Prom
WEXLER WALLACELLP
55 W. Monroe St. #3300
Chicago, IL 60603
Telephone: 312-346-2222
Fascimile: 312-346-0022
Email: eaw@wexlerwallace.com
Email: ap@wexlerwallace.com

Stephen J. Fearon, Jr (subject to pro hac vice)
Paul V. Sweeny(subject to pro hac vice)
SQUITIERI & FEARON, LLP

32 East 57th St., 12th Floor

New York, New NY 10022

Telephone: (212) 421-6492

Facsmile: (212) 421-6553

Email: stephen@sfclasslaw.com

Email: paul @sfclasslaw.com

Daniel Keller (subject to pro hac vice)

Dan C. Bolton (subject to pro hac vice)
KELLER, FISHBACK & JACKSONLLP
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28720 Canwood Street, Suite 200
AgouraHills, CA 91301
Telephone: (818) 342-7442
Fascimile: (818) 342-7616
Email: dkeller@kfjlegal.com
Email: dbolton@kfjlegal.com

Attorneysfor Plaintiff and the Proposed Class
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Effect of a partially hydrolyzed whey infant formula at
weaning on risk of allergic disease in high-risk children:

A randomized controlled trial

Adrian J. Lowe, PhD,*® Clifford S. Hosking, FRACP,® Catherine M. Bennett, PhD,? Katrina J. Allen, PhD,”
Christine Axelrad, RN,® John B. Carlin, PhD,*® Michael J. Abramson, PhD,? Shyamali C. Dharmage, PhD,?

and David J. Hill, FRACP®  Melbourne and Newcastle, Australia

Background: Partially hydrolyzed whey formula (pHWF) has
been recommended for infants with a family history of allergie
disease at the cessation of exclusive breast-feeding to promote
oral tolerance and prevent allergic diseascs.

Objective: To determine whether feeding infants pHWF reduces
their risk of allergic disease.

Methods: A single-blind (participant) randomized controlled
trial was conducted to compare allergic outcomes between infants
fed a conventional cow’s milk formula, a pHWE, or a soy formula.
Before birth, 620 infants with a family history of allergic disease
were recruited and randomized to receive the allocated formula
at cessation of breast-feeding. Skin prick tests to 6 coninon
allergens (milk, egg, peanut, dust mite, rye grass, and cat dander)
were performed at 6, 12, and 24 months, The primary outcome
was development of allergic manifestations (eczema and food
reactions) measured 18 times in the first 2 years of life.

Results: Follow-up was complete for 93% (575/620) at 2 years
and 80% (495/620) at 6 or 7 years of age. There was no evidence
that infants allocated to the pHWF (odds ratio, 1.21; 95% CI,
0.81-1.80) or the soy formmla (odds ratio, 1.26; 95% CI, 0.84-
1.88) were at a lower risk of allergic manifestations in infancy
compared with conventional formula. There was also no
evidence of reduced risk of skin prick test reactivity or

Conclusion: Despite current dietary guidelines, we found no
evidence to support recommending the use of pHWF at weaning
for the prevention of allergic disease in high-risk infants.

(J Allergy Clin Immunel 2011;128:360-5.)

Key words: Allergy prevention, infant formulas, partially hydro-
Iyzed whey formula, conventional cow's milk formulas, eczema,
asthma, allergic rhinitis, randomized control trial

Partially hydrolyzed whey formulas (pHWFs) have been
widely recommended to prevent the development of allergic
diseases in early childhood.'"® If beneficial, the use of pHWFisan
attractive preventive strategy, because pHWFs are relatively inex-
pensive to manufacture. These formulas contain smaller, less
immunogenic milk protein—derived peptides’ of reduced allerge-
nicity that potentially enhance induction of tolerance to-cow’s
milk protein.®’

The widespread support for the use of pHWF appears to be
based on the results of a Cochrane review that found “a
significant reduction in infant allergy” (p 11) to be associated
with prolonged feeding with pHWF compared with feeding

. childhood allergic disease.

From “the Centre for Molecular, Environmental, Genetic and Analytic Epidemiofogy,
School of Population Health, University of Melbournc; "the Murdoch Children’s Re-
search Institute, Royal Children’s Hospital, Melbourne; “the Departiment of Paediat-
rics. John Hunter Children’s Hospital, Newcastle: and dthe Department of
Epidemiology and Preventive Medicine, Monash University, Melbourne.

Nestec Ltd, a subsidiary of Nestlé Australia, provided the study formula and staft funding
for the first 6 years of the study. :
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. from Dairy Australia. K. J. Allen has received speaker’s honoraria from Wyeth and
Nutricia. D. J. Hill has received rescarch support from Nestlé Australia, SHS Interna-
tional, and Nutricia. The rest of the authors have declared that they have no conflict of
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with _conventional cow’s milk formula ((‘MF) 10 T)FQP_HP the
authors’ caution that further studies were required, this meta-
analysis has been widely used to underpin many.clinical guide-
lines in Europe, the United States, and Australia, %! A major
problem with meta-analyses is that often only published reports
are analyzed.'? These are more likely to be positive studies be-
cause of publication bias, leadi.n% the review to overestimate
the effectiveness of a treatment.”® Publication bias may have
affected the results of the Cochrane review on the value of
pHWF in preventing allergic disease.'” There is some evidence
of asymmetry in the funnel plot'* generated for the meta-
analysis reported within the Cochrane review'? (Harbord P =
06'%), with the smaller studies tending to report stronger
protective effects of the pHWF than the larger studies. The
German Infant Nutritional Intervention Study (GIND),*® the
largest in this field, reported that pHWF reduced the incidence
of eczema in early childhood in a per-protocol analysis that ex-
cluded children exclusively breast-fed to 4 months of age.
However, an intention-to-treat (ITT) analysis failed to show
any benefit of pHWF compared with conventional CMF.'®
The primary aim of the current study was to determine whether
the use of a pHWF reduced the incidence of allergic manifesta-
tions (eczema and food reactions) up to 2 years of age in high-risk

infants compared with a conventional CMF. We also report results -
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Abbreviations used
CME: Cow'’s milk formula
GINI: German Infant Nutritional Intervention Study
ITT: - Intention to treat
MACS: Melbourne Atopy Cohort Study
OR: Odds ratio
pHWF: Partially hydrolyzed whey formula
SPT: Skin prick test

from a third comparison group in which infants received a soy
formula.

METHODS

Inclusion and exclusion criteria

Between 1990 and 1994 expectant mothers attending the Mercy Matemity
Hospital, Melbourne, Australia, were invited to participate in a study of the
effect of modification of the infant diet on the risk of infant allergy. Mother-baby
pairs were enrolled if the unborn child had a first-degree relative with a history
of eczema, asthina, allergic rhinitis, or food allergy. Information leaflets and
posters outlined the project’s aim. Nurse research staff assessed eligibility and
enrolled participants. This study was approved by the Mercy Maternity Hospital
Ethics Committee, and all mothers provided written informed consent.

Intervention

There were 2 intervention formulas: a soy-based formula (ProSobee; Mead
Johnson Nutrition/Bristol Myers, Melbourne, Australia) and a pHWF (NAN
HA; Nestié, Biessenhoffen, Germany). The control formula was a CMF
(NAN; Nestlé, Tongala, Australia). In accordance with World Health Orga-
nization guidelines,17 mothers were encouraged to initiate and maintain
breast-feeding for at least 6 months. Study formulas were introduced only at
cessation, or partial cessation, of breast-feeding or as a breast milk substitute
if breast-feeding was not intended.

Trial design
The trial was registered (retrospectively) with the Australian and New
Zealand Clinical Trials Registry (ACTRN12609000734268). The trial com-
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Eczema: Doctor-diagnosed eczema or any rash that was treated with
topical steroid preparation (excluding rash that only affected the scalp
or nappy region).'? :

Food reaction: Within 2 hours of ingesting that food, the child devel-
oped an acute skin rash (urticaria, angioedema, erythematous, or mor-
billiform), a flare of pre-existing eczema, signs of anaphylaxis, or
vomiting.?" '

o Any allergic manifestation: Presence of eczema or food reaction within
the first 2 years of life.

Positive SPT: A wheal of at least 3 mm (mean) diameter with a positive
(histamine) control. '

. Childhood outcomes, based on parent report during telephone interviews
conducted when children were age 6 or 7 years, were defined as follows:

o Current childhood eczema: Eczema diagnosed by the family physician
in the previous 12 months.

Current childhood asthma: Asthma diagnosed by the family physician
in the previous 12 months. :

o Persistent childhood asthina: Asthma diagnosed by the family physician
in the previous 12 months on at least 2 occasions at the follow-up at 5,
6, or 7 years.

Current childhood allergic rhinitis: One or more episodes of nasal dis-
charge and/or congestion in the absence of an upper respiratory tract in-
fection in the previous 12 months that either the family physician or
parent auributed to allergic rhinitis (hay fever) and that was treated
with ‘an antihistamine and/or nasal steroid.”

Outcomes

The primary outcome was any allergic manifestation (cumulative incidence)

up to 2 years of age. Secondary outcomes were the individual incidence of ec-
zema and food reactions, reported in the first 2 years of life, and SPT reactivity at
6, 12, and 24 months. Additional secondary outcomes were the 2-year period
prevalence of eczema, asthma, and alergic rhinitis at ages 6 and 7 years.

Sample size

A total of 176 infants per group were reqjuired to have 80% power to detect a
15% absolute difference in risk of allergic manifestation between the formula
groups, assuming an o level of 0.05 and a 45% baseline risk of allergic disease
within the first 2 years of life. Allowing for approximately a 15% dropout rate

menced before the pHWF was available. The first 97 infants were randomized to
either the CMF or soy study groups. When the pHWEF became available, a new
random allocation series was generated with a higher proportion allocated to the
pHWF to obtain equdl pumbers in each formula group. An independent
statistician created each of the computer generated allocation schedules. The
random allocation list, containing the coded allocations, was available to
research staff. Staff were blind to these allocation codes and to the group of
allocation at the time of outcome assessment. Mother-baby pairs were allocated
to the next sequential number as they were enrolled in the study and were
assigned to the formula code allocated to that number. The cans of formula were
labeled at an independent location. Parents of participants were informed of the
identity of the assigned formula only after the child's second birthday.

Introduction-of rice cereal, pureed apple, and pear was recommended from
4 months of age, and vegetables and other fruit from 6 months. Meats were
introduced from 8 months, and nonrice cereals from 9 months. Dairy products,
egg, fish, peanut, and nuts were avoided until 12 months of age.

Skin prick tests (SPTs) were performed at 6, 12, and 24 months according to
a standard technique'® by 1 of 3 allergy-trained research nurses. Allergen ex-
tracts used were cow's milk, egg white, peanut, house dust mite, rye grass, and
cat dander (Bayer, Spokane, Wash), and SPTs were read at 15 to 20 minutes.

Definitions

Outcomes up to 2 years of life, as assessed during 18 telephone interviews
with parents (every 4 weeks until 64 weeks, then at 78 and 104 weeks), were
defined as follows:

over the first 2 years of life, a tota! of 206 children per group were required.

Statistical methods

The primary analysis followed the ITT principle and compared the risk of
any allergic manifestation between the allocated formula groups by using sim-
ple proportions and x* tests. The estimated associations are presented as odds
ratios (OR) with 95% Cls, with the CMF as the reference group.

Secondary analyses were also performed for the outcomes of sensitization
to cow’s mitk and any allergen (assessed separately at 6, 12, and 24 months,
and also combined by using logistic regression models, estimated by the
generalized estimating equations approach) and childhood asthma, allergic
rhiniiis, and eczema at ages 6 and 7 years (again by using the generalized es-
timating equations approach).

A number of per-protocol analyses were performed. First, infants were
excluded if they were exclusively breast-fed beyond 4 months of life. The 4-
month cut-off period was selected to allow direct comparison of results with
the GINI study.'™'® Second, aper-protocol analysis was performed including
only those infants who had received some of the allocated formula by 4 months
of age. '

To determine whether the effect of the formula on risk of allergic disease
varied between those with a family history of eczema (either the mother or
father) and those without (neither the mother nor father),"* a stratified analysis
was performed. Interaction effects were assessed by using Wald tests.

Adjusted associations were also estimated, to allow for any confounding
due to chance imbalances at baseline. Adjustment was made for infant sex,
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FIG 1. Flow chart of participation in the MACS. CM, Cow’s milk formula.

parental smoking during pregnancy, and family history of allergic disease in
all models. All statistical analysis was performed by AJ.L. using Stata
statistical software (release 9.2; Stata Corp, College Station, Tex).

RESULTS

A total of 620 infants were recruited (Fig 1). Infants allocated
to the CMF and pHWF groups were similar on baseline risk fac-
tors (see this article’s Table El in the Online Repository at www.
jacionline.org). Infants allocated to the soy formula had a higher
proportion of parents with food allergy and siblings with allergic
disease (Table E1). There were no differences between the groups

0.50 075 1.00
|

0:25

Proportion exposéd to allocated formulas

PHWF
in terms of duration of exclusive breast-feeding or age of intro- Soy
{Tahle 1) CME

duction-of solids traoic o)k

Approximately 50% of infants received some of the allocated
formula by 4 months of age; 16.5% of infants never received their
allocated formula because of either continuing breast-feeding
(13.6%; n = 78/575) or using a nonallocated formula (2.9%; n =
17/575). There were no differences in rates of exposure to the
allocated formula between the groups (Fig 2). The majority of
mothers fully adhered to the study formula feeding protocol
(breast-feeding and then weaning onto allocated formula with no
other formula exposures) during the first 6 months of the child’s
lite (91.2%, 86.9%, and 87.4% for the CMF, pHWF and soy groups,
respectively) despite only 63% of children having been exposed to
the allocated formula by this age. The rates of adherence declined
by 12 months of age (75.7%, 69.1%, and 76.4%, respectively).

There were 575 (92.7%) infants followed until 24 months of
age (Fig 1); 25 children were lost to follow-up (shifted residence
without informing the study), 14 refused ongoing participation,
and 6 children did not complete the 2-year follow-up but subse-
quently rejoined the study (Fig ).

Primary outcome
Neither the pHWF nor the soy formula reduced the risk of
allergic manifestations in the first 2 years of life (Table I).

0.9'0

1020 30 40 50
~-\Weeks of age

FIG 2. Proportion of infants exposed to the allocated fo'rmula from the time
of birth {0 weeks) until 52 weeks of age.

Secondary outcomes in the first 2 years

There was no evidence of differences between the groups on
any secondary clinical outcome (Table I) or SPT reactivity (Table
II). Using a 2-mm mean wheal diameter to define a positive SPT
did not change the overall pattern of results or the conclusion that
there was no evidence of a difference between the groups. There
were 19 (3.2%) children with large SPT (26 mm) wheals to cow’s
milk, consistent with IgE-mediated cow’s milk allergy,® and
these children were evenly distributed between the groups
(CME, 6/197; pHWF, 4/196; and soy, 9/201).

Secondary outcomes at ages 6 and 7 years
Between 6 and 7 years of age, 80% (495/620) of children had a

telephone interview. There were no differences between the

groups in the rates of childhood eczema, asthma, or allergic
rhinitis (Table T).
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TABLE I. Unadjusted associations between allocated formula and risk of allergic disease

Conventional Hydrolyzed

formula {CMF) formula (pHWF) Soy formula
Outcome % {n/N} % {n/N) Crude OR (95% CI) % (n/N) Crude OR {95% CI)
Any. allergic manifestaﬁonz 0-1 y:(2281575) 37.3 (72/193) 377721190 102 (0.67-1.54) 44.0(84H91) 1.32:(0.88-1.98)

Any allergic manifestation: 0-2 y (300/575)
Secondary outcomes: SEE
Eczema within first 2 y
Food reactions within first.2'y
Any food (92/575)

48.7 (94/193)

43.0 (83/193)

Cow’s milk protein (17/575) 3.1 (6/193)
Cow's milk with + SPT to cow’s milk (3/575) 0 (0/193)
Peanut with + SPT to peanut:(1/575) 0.5 (1/193)
Egg with + SPT to egg (8/575) 1.0 (2/193)

Childhood ouicomes (period prevalence at 6-7.y)
Eczema (157/493)
Asthma (148/495)
Rhinitis (117/495)
Persistent asthma (120/494)

315 (51/162)

22.2 (30/162)
25.5:(41/161)

13.5 (26/193)

32.1 (52/162)

53.4 (102/191)
48,7 (93/191)

15,2 (29/191)
L6319
0.5 (1/191)

0 (6/191)
0.5 (1/191)

33.5 (56/167)
28:0 (47/168)
22.0 (37/168)
24.2 (40/165)

1.21 (0.81-1.80)
1.26 (0.84-1.88)

115 (0.65-2.04)
0.50 (0.12-2.02)
NE
NE

0.50 (0.04-5.59)

1.08 (0.69-1.68)
0.91 (0.57-1.45)
0.94 (0.56-1.58)
“0.88(0.53-1.46)

54.5 (104/191)
46.1 (88/191)

19.4 (37/191)

42 (8/191)
1 Q/191)
0 (0/191)

2.6 (5/191)

30.5 (50/164)
29.7 (49/165)
26.7 (44/165)
24.2°(A0/165)

1.26 (0.84-1.88)
1.13 (0.76-1.69)

1.54 (0.89-2.67)
1.36 (0:46:4.00)
NE
NE
2.57 (0.49-13.40)

0.95 (0.60-1.48)

0.97 (0:61:1.54)
1.27 (0.77-2.10)
0.94 (0.57-1:55)

NE, OR not estimable.

TABLE Il. Unadjusted associations between allocated formula and risk of positive SPT

Conventional formula (CMF)

Hydrolyzed formula (pHWF)

Soy formula

Outcome % (n/N)

% (n/N)

Crude OR {95% Cl)

% (I’I/N)

Crude OR (95% Cl)

Positive SPT (any allergen) at
6 mo (95/552)
12:mo (146/544) 292 (521178)
2 y (136/449 31,6 (50/158)
Repeated measures* o —
Positive SPT to cow’s milk at

16.9 30/177)

6 1m0 (23/552) ST
12 mo (32/544) 5.1 (9/178)
2y (16/449) 1.8(6/158)

Repeated measures* —

18.3 (35/191)

25.0 (47/188)

26,0 (38/146)

4.2 (8/191)
5.9 (11/188)
1.4 €2/146)

1.10 (0.64-1.88)
0.81.(0.:51-1.28)
0.76 (0.46-1.25)

0.90 (0.61:1.33)

0.82 (0.31.2.16)
1.17 (0.47-2.89)

035 (007-1.77)

0.89 (0.40-1.99)

160.3 (30/184)

26,4 (47/178)

33.1 (48/145)

3.3:16/184)
6.7 (121178)
5.5 (8/145)

0.95 (0.55-1.66)
087 (0.55:1.38)
1.07 (0.66-1.73)
0,98 (0.67:1.44)

0.63:(0:22.1.81)
1.36 (0.56-3.31)
148 (0.50-4.37)
1.01 (0.44-2.30)

*These estimates are based on repeated measures (combining results from the 6, 12,"and 24 month SPT using the generalized estimating equations approach), meaning it is not

possible to report simple proportions.

Adjusted analysis

Adjustment for sex, parental smoking, and family history of
allergic disease did not alter the associations between the
allocated group and the risk of any allergic manifestation in the
first 2 years of life or any of the secondary outcomes and did not
change the interpretation of the results (see this article’s Table E2
in the Online Repository at www.jacionline.org).

Interactions with family history of eczema

There was no evidence that pHWF protected against the
development of allergic manifestation in those children with or
without a family history of eczema (see this article’s Table E3 in
the Online Repository at www.jacionline.org; all P values for all
interaction terms >.15).

Per-protocol analysis

None of the per-protocol -analyses produced substantially
different findings from the ITT analysis. Limiting the analysis
to children whose parents were compliant with the study feeding
protocol did not alter the study conclusions (primary outcome
OR, 1.20; 95% CI, 0.75-1.93, for pHWF [n = 132 and 146}).
Excluding infants exclusively breast-fed for more than 4 months

did not alter the results (OR, 1.22; 95% CI, 0.72-2.04, for pHWF
[n = 110 and 121}). Similarly, including only infants who had
consumed some of the allocated formula (OR, 1.16: 95% CI,
0.66-2.02 [n = 97 and 102]) or consumed the allocated formula for
at least 2 weeks during the first 4 months of life (OR, 1.10;95% CI,
0.59-2.04 [n = 82 and 80}) did not alter the results. Similar results
were obtained when the analysis was limited to children who

- consumed the allocated formula for at least 4 (OR, 1.06; 95% CI.,

0.55-2.03 [n = 73 and 73}]) and 8 weeks (OR, 1.00; 95% CI, 0.48-
2.09 [n = 62 and 55]) in the first 4 months of life. Limiting the
analysis to children who consumed at least 100 mL per day
for each of these durations produced similar results. Finally,
limiting the analysis to children who were exposed to the allocated
formula within the first 2 weeks of life again did not produce any
evidence of benefit (OR, 0.91;95% CI, 0.41-2.01 [n = 43 and 58]),
although the reduced numbers limited the precision of this
comparison. Similarly, interpretation for all secondary outcomes
did not change in any of these analyses (data not shown).

DISCUSSION
This randomized controlled trial failed to show any beneficial
effect of the pHWF for the prevention of any allergic disease
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outcome up to 7 years of age in high-risk children compared with
a conventional cow’s milk-based formula.

This is the second largest trial to randomize individual infants
to receive either pHWF or a conventional cow’s milk formula. An
ITT analysis of the largest study, the GINT study,'>'*** also failed
to demonstrate a clear benefit of pHWF over conventional for-
mula for the outcomes of allergic manifestations and eczema up
to 12 months, and childhood eczema, asthma, or allergic rhinitis
(2-year period prevalence at 6 years).”® Although I report from
GINI showed some benefit for the cumulative prevalence of aller-
gic manifestations up to 3 years of age (relative risk, 0.77; 95%
CI, 0.61-0.98),2* a previous analysis of the same outcome within
GINI did not (population odds ratio, 0.94; 95% CI, 0.73-1.20)."¢
Most of the reported benefits of pHWF in GINI are from a per-
protocol analysis in which children were excluded if they had
not received the allocated formula within the first 4 months of
life. Itis well accepted that the main conclusions of a randomized
controlled trial should be based on an ITT analysis because per-
protocol analysis can bias the findings.”*

The Cochrane review and meta-analysis of 6 studies of this
topic'® suggested a benefit of pHWF for the prevention of “any
allergic manifestation in infancy” compared with conventional
CMF (pooled OR, 0.73; 95% CI, 0.59-0.90). However, when
our results are added to this pooled estimate, there is no longer ev-
idence of a protective effect of pHWF for “any allergic disease in
infancy” (pooled OR, 0.91; 95% CI, 0.79-1.05). The ITT analysis
of the 2 largest studies in this area (GINI* and Melbourrie Atopy
Cohort Study [MACS]) failed to show any benefit of pHWF com-
pared with conventional CMF, whereas studies with far fewer par-
ticipants showed stronger protective effects of the pHWF.
These conflicting results suggest that publication bias may have
had an impact on this Cochrane review.'®

Alternatively, the effect of pHWF may be influenced by previous
breast-feeding. The studies that demonstrated a strong protective
effect of pHWF were of a small number of children who received
PHWE without receiving any breastfeeding. > By contrast, stud-
ies mcludmg MACS thal randomlzed a ]arger number of mi ants to
1ect 2329 The negatwe hndmgs of our sludy, and olhels that ran-
domized before birth, may be a result of infants having less
formula than those starting pHWF from birth. In addition, the ef-
fect of pHWF may be modified by previous breast-feeding; human
breast milk contains a number of important immunologically ac-
tive components™® that may both modify induction of allergen tol-
erance®" and have an effect on the impact of pHWF on the risk of
allergic disease. These possibilities might explain why the per-
protocol (exposure within the first 4 months) analysis of the
GINI study showed stronger evidence of a protective effect than
the ITT, because the per-protocol analysis would have selected
out those who were predominantly breast-fed. To resolve this issue
conclusively, studies that randomize large numbers of infants to
specificinfant formula and preclude previous breast-feeding are re-
quired. However, this may be logistically difficult and potentially
unethical given the current evidence on benefits of breast-feeding.

The importance of the first 4 months of life for dietary
interventions to prevent allergic disease has been emphasized in
the literature®>* because this is believed to be the critical time of
oral immune tolerance development. However, we were unable to
show an impact of the pHWF even when we limited our analysis
to those children exposed within this time frame. Similarly, in-
cluding only infants with a significant exposure to the allocated
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formula within the first 4 months of life did not reveal a protective
effect of pHWF.

In contrast with the GINI study,'” we did not observe any dif-
ference in the effect of 2 pHWF between children with or without
a family history of eczema, It is highly unlikely that pHWF has a
differential effect on the basis of family history of eczema.

Our study has a number of important strengths. We have studied
the effect of a pHWF on high-risk children until they were 7 years
of age, when the diagnosis of asthma® and allergic rhinitis is
clearer. Skin prick tests were performed on 3 occasions to cow’s
milk as well as 5 other common allergens. This aliowed the assess-
ment of a specific effect of pHWF on the risk of cow’s milk sensi-
tization as well as on atopic diseases. The rate of follow-up during
early life was exceptional. The sample size in this study was suffi-
cient to detect important differences between the formulas in al-
lergy prevention. It was not designed to demonstrate equivalence.

The design of our study has some weaknesses. The allocation
sequence was available to the research staft throughout the study.

Therefore, the research statf would have known the coded group of

allocation for the next participant to be enrolled. Despite this, ex-
amination of the enrollment into the study indicates that it was
time-consecutive, and the staff members undertaking the distribu-
tion of formulas were blind to the formula codes. Thus selection
bias and ascertainment bias were unlikely to influence the results

of this study. In addition, we relied in part on parent-reported out- .

comes that have not been validated. However, none of the current
definitions of eczema®>-*® have been validated in children under the

age of 2 years, although a standardized assessment at the time of
SPTs within this study may have improved the measurement of

this outcome. We have demonstrated good agreement between
the International Study of Asthrna and Allergies in Childhood def-
initions of eczema, asthma, and hay fever and those used in this
study at age 6 to 7 years (all « values >.74; unpublished data
A. Lowe, December 2007).

This study tested the effect of a pHWF at weaning on the
incidence of allergic manifestations. It does not provide infor-
mation concerning the impact of exclusive feeding with pHWF

acid-based formula.

Conclusion
There was no evidence that introducing pHWF at the cessation
of breast-feeding reduced the risk of allergic manifestations,

including eczema, asthma, and allergic rhinitis, in this study of

high-risk infants. Our findings do not support the recommenda-
tion that pHWF should be used after breast-feeding as a preven-
tive strategy for infants at high risk of allergic diseases.

We thank Dr John Thorburn; FRACP, for assistance in patient recruitment
and administrative assistance and the Mercy Maternity Hospital Department
of Obstetrics for participant recruitment: We thank Anne Balloch for
assistance with data management and all of the MACS children and parents
for their participation and ongoing support for this study.

ease in infants with a tamliy h.lstory of allergm d;sea%

REFERENCES
1. Host A, Halken S. Primary prevention of food allergy in infants who are at risk.
Curr Opin Allergy Clin Immunol 2005;5:255-9.




Case: 1:17-cv-03534 Document #: 1-1 Filed: 05/10/17 Page 7 of 11 PagelD #:39

J ALLERGY CLIN IMMUNOL ~
VOLUME 128, NUMBER 2

-

W

>

~

o

. Prescoit SL, Tang MLK. Australasian Society of Clinical Imnmunology and Allergy

position statement: sununary of allergy prevention in children. Med T Aust 2005;
182:464-7.

. Miniello VL, Francavilla R, Brunetti L, Franco C, Lauria B, Licggi MS, et al. Pri-

mary allergy prevention: partially or extensively hydrolyzed infant formulas? Mi-
nerva Pediatr 2008:60:1437-43.

. Hays T, Wood RA. A systematic review of the role of hydrolyzed infant formulas

in allergy prevention. Arch Pediatr Adolesc Med 2005;159:810-6.

. Heine RG, Tang ML. Dietary approaches 10 the preveation of food allergy. Curr

Opin Clin Nutr Metab Care 2008;11:320-8.

. Pali-Scholl 1, Renz H, Jensen-Jarolim E. Update on allcrgxes in pregnancy, lacta-

tion, and carly childhood. J Allergy Clin Immunol 2009;123:1012-21,

. Makinen-Kiljunen S, Sorva R. Bovine beta-lactoglobulin levels in hydrolysed pro-

tein formulas for infant feeding. Clin Exp Allergy 1993;23:287-91:

. Fritsche R, Pahud JJ. Pecquet S, Pfeifer A. Induction of systemic immunologic tol-

erance to beta-lactoglobulin by oral administration of a whey pratein hydrolysate.
J Allergy Clin Immunol 1997;100:266-73.

Pecquet 8, Bovetto L, Maynard F, Fritsche R. Peptides obtained by tryptic hydrol-
ysis of bovine beta-lactoglobulin induce specific oral tolerance in mice. J Allergy
Clin Inmmunol 2000:105:514-21.

. Osbarn DA, Sinn J. Formulas containing hydrolysed protein for prevention of al-

lergy and food intolerance in infants. Cochrane Database Syst Rev 2006:4.

. Grimshaw KE, Alten K, Edwards CA, Beyer K, Boulay A, van der Aa LB,

et al. Tnfant fecding and allergy prevention: a review of current knowledge
and recommendations: a EuroPrevall state of the art paper. Allergy 2009;64:
1407-16.

. Nieto A, Mazon A, Pamies R, Bruno L, Navarre M, Montanes A. Sublingval im-

munotherapy for allergic respiratory diseases: an evalvation of meta-analyses.
J Allergy Clin Immunol 2009;124:157-61, ¢1-32.

. Turner EH, Matthews AM, Linardatos E, Tell RA, Rosenthal R. Sclective publica-

tion of antidepressant trials and its intfluence on apparent efficacy. N Engl J Med
2008;358:252-60.

. Egger M, Davey Smith G, Schoeider M, Minder C. Bias in meta-analysis detected

by a simple, graphical test. BMJ 1997;315:629-34.

. von Berg A, Koletzko S, Grubl A, Filipiak-Pittroff B, Wichmann HE, Baver CP,

et al. The effect of hydrolyzed cow’s milk formula tor allergy prevention in the first
year of life: the German Infant Nutritional Intervention Study, a randomized
double-blind trial. J Allergy Clin Immunol 2003:111:533-40,

. von Berg A, Koletzko S, Filipiak-Pittroft B, Laubercau B, Grubl A, Wichmann HE,

ct al. Certain hydrolyzed formulas reduce the incidence of atopic dermatitis but not
that of asthma: threc-year results of the German Infant Nutritional Intervention
Study. J Allergy Clin Tmmunol 2007;119:718-25.

. WHO. Complementary feeding: report of the glabal consultation: summary of

guiding principles. Geneva: World Health Organization; 2002.

. Aas X, Belin L. Standardization of diagnostic work in allergy. Tnt Arch Allergy

Appl Immunol 1973;45:57-60

20.

=

22,

23,

24,

25.

26.

27.

28,

30.

3

33.

34

'TOWE ET AL "365

Hill DI, Firer MA, Shelton MJ. Hosking CS. Manifestations of milk allergy in in-
fancy: clinical and immunalogic findings. J Pediatr 1986;109:270-6.

. Lowe AJ, Hosking CS, Bennett CM, Carlin JB, Abramson MJ, Hill DI, et al. Skin

prick test can identify eczematous infants at risk of asthma and allergic rhinits.
Clin Exp Allergy 2007:37:1624-31.

Sporik R, Hill DJ, Hosking CS. Specificity of allergen skin testing in predicting
positive open food challenges to milk, egg and peanut in children. Clin Exp Allergy
2000;30:1540-6.

von Berg A, Filipiak-Pittroff B, Kramer U, Link E, Bollrath C, Brockow I, et al.
Preventive cffect of hydrolyzed infant formulas persists untif age 6 years: long-
term results from the Germun Infant Nutritional Intervention Study (GINI).
J Allergy Clin Immunol 2008;121:1442-7.

Piantadosi 8. Clinical trials: a methodologic perspective. New York: Wiley-Inter-
science: 1997,

Muarini A, Agosti M, Motta G, Mosca F. Effects of a dietary and éavironmental pre~
vention programme on the incidence of allergic symptoms in high atopic risk in-
fants: three years' follow-up. Acta Paediatr Suppl 1996:4 14:1-21.

Vandenplas Y, Hauser B, Van den Borre C, Clybouw C, Mahler T, Hachimi-Idrissi
S, et al. The long-term effect of a partial whey hydrolysate formula on the prophy-
laxis of atopic discasc. Eur J Pediatr 1995;154:488-04.

Lam BCC, Yeung CY. The effect of breast milk, infant formula and hypoallergenic
formula on incidence of atopic manifestation in high risk infants, 6th Apnual Sci-
entific Meeting of Hong Keng College of Physicians and Hong Kong College of
Pacdiatricians, Hong Kong 1992 (October).

de Seta L, Sian P. Cirilio G, DiGruttola M, Cimaduomo L, Coletta 8. The preven-~
tion of allergic discases with a hypoallergenic formula: a follow-up at 24 months:
the preliminary results. Pediatr Med Chir 1994:16:251-4.

. Willems R, Duchateau J, Magrez P, Denis R, Casimir G. Influence of hyb()allcr—

genic milk formula on the incidence of early altergic manifestations in infants pre-
disposed to atopic discases. Ann Allergy 1993;71:147-50.

Field CJ. The immunological components of human milk and their effect on im-
mune development in infants. J Nutr 2005;135:1-4.

. Verhasselt V, Mileent V, Cazareth J, Kanda A, Fleury S, Dombrowicz D, et al.

Breast milk-mediated transter of an antigen induces tolerance and protection
from allergic asthma. Nat Med 2008:14:170-5. )

. Host A, Halken S, Muraro A, Dreborg S, Niggemann B, Aalberse R, et al. Dictary

prevention of atlergic diseases in infants and small chijdren. Pediatr Allergy Inmn-
nol 2008;19:1-4,

Greer FR, Sicherer SH, Burks AW. Tffects of early nutritional interventions on the
development of atopic discase in infants and. children: the role of matemal dictary
restriction, breastfeeding, timing of introduction of complementary foods, and hy-
drolyzed formulas. Pediatrics 2008;121:{83-91.

Martinez FD, Wright AL, Taussig LM, Holberg CJ, Halonen M, Morgan WJ.
Asthma and wheezing in the first six years of life. N Engl J Med 1995;332:133-8.

. Hanifin J, Rajka G. Diagnostic features of atopic dermatitis. Acta Derm Venercol

1980:92:44-7.

. Lowe AJ, Abramson MJ, Hosking CS8, Carlin JB, Bennett CM, Dharmage SC, et al.

The temporal sequence of allergic sensitization and onset of infantile eczema. Clin
Exp Allergy 2007:37:536-42.

36.

Williams HC, Burney PG, Pembroke AC, Hay RJ. The U.K, Working Party’s di-
ngnostic criteria for atopic dermatitis, TIL: independent hospital validation. Br J
Dernnatol 1994;131:406-16.




LrEATE

EER CaSEanmndbde e s L D Y aeas Ly BN Lrems s R

Case: 1:17-cv-03534 Document #: 1-1 Filed: 05/10/17 Page 8 of 11 PagelD #:40

365eTIOWEETAL — ’ =) ALYERGY CLIN IMMUNUL
AUGUSTZOH
REFERENGCE

El. McMillan J, Jones FL. The ANU3_2 scale: a revised occupational status scale for
Australia. J Sociol 2000:36:64-80. ’

!
1
|
|
|
|
|
|
|
|
|




Case: 1:17-cv-03534 Document #: 1-1 Filed: 05/10/17 Page 9 of 11 PagelD #:41

J ALLERGY CLINIMMUNOL — ~
VOLUME 128, NUMBER 2

TABLE E1. Cbmparison of baseline factors between the allocated formula groups
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Hydrolyzed formula Soy formula ‘Conventional formula

Baseline factor {(pHWF) (n = 206) {n = 208) {CMF} {n = 208)
Male infant: : . 50.8% 51.0% 51.9%
Maternal history of allergic disease

Asthma - ' 29% 46.6% 40.3%

Eczema 38.5% 36.1% 22%

Hay fever 61:5% 59.1% 61.2%

Food allergy 37.4% 43.8% 34.5%
Paternal history-of-allergic disease ' :

Asthma 21.6% L 27.1% 28.4%

Eczema 19.1% 18.4% L 24.0%

Hay fever 41.5% 48.3% 42.6%

Foad alleigy 20.6% 28.5% 147%
Demographic factors

Median maternal-age (y) (IQR) -31.(29:34) 32.(29-34.5) 31.(28-34)

Median paternal age (y) (IQR) 33 (30-36) 33 (31-36) 32.5 (29.5-36.5)

Median maternal education (y) (IQR) 15:(12415) 15.(12-15) 15:(11-15)

Median paternal education (y) (IQR) 15 (12-15) 15 (12-15) 15 (11-15)

Median:SES of father’s occupation-(IQR)* 48.6.(34:0:61.9) 43.6 (29.2:62.6) 41.6:(27.2-61.9)
Home environment '

Owhner-occupied home 84.0% 81:7% 80.1%

Any gas cooking 75.1% 73.2% 79.7%

Any gas heating 4.1% L 668% 71.8%

Any pet 70.1% 70.8% 65.7%

Maternal smoking during pregnancy 78%: 48% 102%

Paternal smoking during pregnancy 19.0% ) 16.4% 22.7%
Sibling: factors ' '

No older siblings 432% 33.7% 43.7%

Any-older sibling with food ‘allergy 354% 50.5% 526.2%

Any older sibling with eczema 35.0% 46.6% 33.5%

Any-older sibling with asthnia 32.5% 45.7% 27.7%

Any older sibling with hay fever 19.5% 26.4% 19.4%
Early diet (wk) .

Median duration of exclusive breast-feeding 14 (3-20) 15 (1-2D) 13 (1-20)

Median duration of any breast-feeding (IQR)T 42 (22-60) 47 (17-64) 44 (24-60)

Median age of introduction to solid foods (IQR) 20 (18-22) 19 (16-24) 20 (17-22)

IQR, Interquartile range; SES, socioeconomic status.

*§ES classified using the Australian National University (ANU)-3 systen'n,'ll which ranges from 0 to 100, with higher values indicating higher SES.

{Excludes 37 infants who were not breast-fed.




PR L 1

‘Case: 1:17-cv-03534 Document #: 1-1 Filed: 05/10/17 Page 10 of 11 PagelD #:42

365.e3 LOWEET AL : "7 J ALLERGY CLIN iMMUNOL
A AUGUST 2011
TABLE E2. Adjusted associations between allocated formula and
risk of positive SPT and allergic disease
Hydrolyzed
formula {pHWF) Soy formula
adjusted adjusted

Outcome OR {95% CI) OR (95% Cl)

Any:allergic manifestation : ; S :
0-1y (228/575)t 0.97 (0.63-1.48)  1.23 (0.81-1.88) ‘ : .
0-2:y.(300/575)+ 1.22 (0.81-1.85): - 1.21 (0.80:1.84) :

Secondary outcomes
Eczema within first 2.y 7. 1,24 (0.82:1.88) - :1.11°(0:73-1.68)

(264/575)t ' : ‘

Positive SPT within first 2 y*

Any allérgen 0.88 (0:59-1.30)- 0.92.(0.61=1:38)
Cow’s milk 0.79 (0.35-1.77)  0.78 (0.32-1.92)

Any food reaction within first 2y 0.95.(0.51-1.75)°  1.21(0.67-2.19)
Childhood outcomes
(period prevalence) at 6-7 y

‘Eczema (157/493) 1:10:(070:1.72) - 0.90 (0.57-1.42)
Asthma (148/495)1 _ 0.82 (0.50-1.33)  0.82 (0.50-1.34)
Rhiintits (117/495)8 , 0:91 (0:54-1.55) - .124.(0.74:2.09)

Al ORs compared to the conventional CMT group. All models adjusted for infant sex
and parental smoking during pregnancy unless otherwise stated. Also adjusted for
*parent and sibling food allergy, tparent and sibling eczema, {parent and sibling
asthma. or §parent and sibling allergic rhinitis.
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TABLE E3. Unadjusted associations between allocated formula and risk of allergic disease outcomes accordihg to family history of
eczema

No family history of eczema Family history of eczema present
Conventional Hydrolyzed Conventional Hydrolyzed
formula {CMF)} formula (pHWF) formuta (CMF) formula (pHWF) P value for
Outcome % (n/N) % {n/N) OR (95%CH) % (n/N) % (n/N} OR (95% Cl} = interaction
Primary .outcome:: A : : ‘ : :
Any allergic manifestation: 0-2y 494 (38/77) 494 (41/83)  1.00 (0.54-1.86)  47.4 (54/114) =~ 55.7 (39/106)  1.39 (0.82-2.37) 43
Secondary-quicomes e Tl
Eczema in first 2 y 403 (31477 44.6 (37/83)  1.19 (0.64-2.24) 447 (51/114)  50.9 (54/106) 1.28 (0.75-2.18) .86
Positive SPT within first 2.y o i r . o
Cow’s milk (3 mm+)* —_ — 0.95 (0.24-3.84) — — 0.88 (0.34-2,30) .93
Any allergen (3. mm+)* — | ©1.18.(0063:2:18) — T 0.78 (0.47-1.28) 31
Childhood outcomes at age 6-7 y
Eczema 16.4 (11/67) 254 (18/71) . 1.837(0.79-4.23) - 409 (38/93) 38.9 (37/95) 1 0:89 (0.52-1.53) 16
Asthma 28.4 (19/67)  26.8 (19/71) 1.10(0.53-2.32) 33.5 (33/93) 28.4 (27/95)  0.76 (0.41-1.38) 44
Allergic rhinitis S0TA79 (12/67) 254 (IRAD)  1.5440.67:351) — 247 2319%): 200 (19/95) - 073 037148y~ - 17

*These estimates are based on repeated measures (combining results from the 6. 12, and 24 month SPT using the gencralized estimating equations approach), meaning it is not
possible to report simple proportions.
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Gerber® Good Start” is the first and only formula brand made from 100%
whey protein partially hydrolyzed, and that meets the criteria for a s e O
FDA Qualified Health Claim for atopic dermatitis. i
Gerbercom/advantage =
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AVO; You want your Gerber baby to have your
imagination...

“
,
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AVO: Not your allergies.

AVOC: Your smile...

AVC: The Gerber Generation knows that
breastfeeding

AVO: your eyes...

AVO: is the best way to naturally protect your
baby,



What Babies Want 30 TvVC
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AVO: But if you introduce formula

=\
r .

AVO: and may also provide protective benefits AVO: Gerber Good Start Gentle,
for your baby.

AVO: choose the Gerber Good Start Comnfort

AVO: It's what makes Good Start formula easy
Proteins Advantage. to digest

[

iy

¥,
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\

AVO: Nutrition inspired by breastmilk.
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GET EXPERT FEEDING ADVICE 2477 [§d

AVO: Gerber AVO: Nourishing Generation Healthy,
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Learn
more hera.

in your family, breastfeeding your baby can help reduce
ecide to introduce formula, research shows the

c - may make a difference. In the case of
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1e first formula fed
may make a difference

Gerber 3
GOOD START. v

Gerber Good Start is the first and only infant formula
that meets the criteria for a FDA Qualified Health Claim.

Breastfeeding helps reduce the risk of developing atopic dermatitis - the most common
allergy of infancy. Now there is a formula that can help too, especially for those babies
with a family history of allergy. The 100% whey protein partially hydrolyzed used in
our Gerber Good Start formulas is easy to digest and may provide

protective benefits. This is our Comfort Proteins® Advantage

GOOD START.

and only Good Start has it.
Gerber Good Start should not be fed to infants who are allergic ta milic j
or infants with existing milk allergy symptoms. Not for allergy treatment.

Gerber

Scan here to learn more G o
erber
. GOOD START. =

: W) g
Gerber Good Start

Nourish for Babies
Born Prematurely

Gerber Good Start is expanding its
portfolio with two new formulas

Gerber Good Start Soothe
Designed to reduce
excessive crying and colic

For more information visit gerbercom
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Discover the formula
from the most recognized
name in infant nutrition.

e

_l
|

Inspired by the miracle of breast milk.
Gerber® Good Start® formulas offer the
d: ~Somfort Proteins® Advantage. It’s the extra
I Step we take to break down whey proteins
so they are easy to digest and may provide
unique protective benefits. Good Start also
$as expertrecommended levels of DHA,
making it an ideal first formula.
Learn more at gerber.com/allergy.
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