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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF NEW YORK

Church & Dwight Co., Inc.,

Plaintiff,
14-CV-585 (AJN)
_V_
OPINION
SPD Swiss Precision Diagnostics, GmbH, & ORDER
Defendant.

ALISON J. NATHAN, District Judge:

Plaintiff Church & Dwight Co, Inc. C&D”) and Defendant SPD Swiss Precision
Diagnostics, GmbH (“SPD”) are leading manutaers of home pregnancy tests, and they
fiercely compete for market share in this proadeategory. The present dispute between the
parties concerns SPD’s recently launched &@ie Advanced Pregney Test with Weeks
Estimator” (“Weeks Estimator”), which theobd and Drug Administration (“FDA”) cleared for
the intended use of telling a woman (1) whether she is pregnant and, if she is pregnant, (2) how
many weeks have passed since she ovuld@@&D contends that the product’s name and
advertising convey the false message thaptbduct tells a woman homany weeks pregnant
she is consistent with howdactor would estimate weeks pregnant. This is false, C&D
contends, because doctors estimate pregnancy duration based on how many weeks have passed
since a woman'’s last menstrual peF—not weeks since ovulation.

In April 2015, the Court presidemler a two-week bench ttiaFollowing this trial and
with the benefit of post-trial briefing, theoGrt makes the following findings of fact and
conclusions of law, which are expanded uponwe(d) SPD engaged in false advertising in
violation of the Lanham Act; (2) SPD engagedhitentional deception of an egregious nature;

(3) C&D is entitled to a permanent injunction) @PD engaged in false advertising in violation
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of New York State law; and (5) C&D failed pyove that SPD breached the parties’ prior

settlement agreement.
l. PROCEDURAL HISTORY

Shortly after this action commencedeaarly 2014, C&D moved for a preliminary
injunction and SPD moved to dismiss C&D’swgglaint. SPD’s primary argument in opposition
to a preliminary injunction and in favor ofsthissal was that the Food, Drug, and Cosmetic Act
(“FDCA"), 21 U.S.C. 88 30kt seq, precludes C&D’s Lanham Actaim. In an Opinion and
Order Dated June 3, 2014, the Court denied SRD®on to dismiss and consolidated the
preliminary injunction with a bench trial on liaityl pursuant to Federal Rauof Civil Procedure
65(a)(2). Church & Dwight Co., Inc. VSPD Swiss Precision Diagnostics, Gmidb. 14-CV-

585 (AJN), 2014 U.S. Dist. LEXIS 76752 (S.D.N.Y. June 3, 201@h(frch & Dwight I). At
the parties’ request, the Court also bifuechliability and damages. Dkt. No. 42.

In advance of trial, SPD submitted two motiaméimine. First, SPD moved to limit the
scope of the case to the teeqas of advertising attached to C&D’s Complaint, generally
referred to as the “launch” advertising for iMeeks Estimator. On October 28, 2014, the Court
denied that motion, finding that a prior arbitratioetween the parties cleared the way for C&D’s
lawsuit and that C&D framed its Complaint imrtes of false messages, not specific pieces of
advertising. Church & Dwight Co., Inc. v. SPD Swiss Precision Diagnostics, GriMa14-
CV-585 (AJN), 2014 U.S. Dist. LEI® 158551 (S.D.N.Y. Oct. 28, 2014)Qhurch & Dwight
1").

Next, SPD renewed its previously rejecfgdclusion argument, contending that the
Supreme Court’s decision POM Wonderful LLC v. Coca-Cola Gd.34 S. Ct. 2228 (2014),
and additional documentary evidence providgupsut for this preclusion defense. The Court,
however, held tha?OM Wonderfuks analysis bolstered its priconclusion that the FDCA did
not preclude the Lanham Act claim he@hurch & Dwight Co., Incv. SPD Swiss Precision
Diagnostics, GmbHNo. 14-CV-585 (AJN), 2015 U.S. &i LEXIS 67187, at *22-23 (S.D.N.Y.
Mar 24, 2015) (Church & Dwight 1I'). POM Wonderfubbserved that the FDCA and Lanham
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Act complement each other in major respectsthat the remedies of the two acts promote a
“fundamental” harmony; among other thinggf]fie FDA . . . does not have the same
perspective or expertise in assessing marketrdigsathat day-to-day competitors possessd”

at *21 (quotingPOM Wonderfyl134 S. Ct. at 2238-39). Drawg on this analysis, the Court
concluded that “the FDA'’s pgrective and expertise as comgaito the knowledge of day-to-
day competitors is at least as limited with exgto medical devices as it [was] for food and
beverage labeling” iIPOM Wonderful Id. at *23. In short, the @urt held that it would “not
‘elevate the FDCA and the FDAtggulations over the private caiof action authorized by the
Lanham Act’ because ‘the FDCA and the Lanham Act complement each other in the federal
regulation of misleading labels.’ld. at *29 (quotingPOM Wonderful134 S. Ct. at 2241).

Also in advance of the bench trial, SPD submitted five motions and C&D submitted one
motion to exclude expert witness testimonyguant to Federal Rule of Evidence 702 and
Daubert v. Merrell Dow Pharm., Inc509 U.S. 579 (1993)SeeDkt. Nos. 254, 265, 267, 269,
271, 273. The Court reserved decision ondhabertmotions prior to and during trial, but
denied all of them following the close ofatit Tr. 1406:5-8. Bearing in mind that tBaubert
gatekeeping standard is of less relevancettamslapplied more flexibly, when, as here, the
judge is the factfinder, the Court concludid testimony was admissible because it was based
on sufficient facts or data, the product of religlimciples and methodand reliably applied to
the facts of this caseSee generally Louis Vuitton Matler v. Dooney & Bourke, Inc525 F.

Supp. 2d 558, 579, 629, 645-46 (S.D.N.Y. 2007).

The Court conducted the eight-day bench tnaccordance with its Individual Practices
in Civil Cases for non-jury proceedings. Priotral, the parties submitted declarations of direct
and rebuttal testimony as well apa@s of anticipated exhibieand deposition designations that
they intended to use at trial. The parties also submitted proposed findings of fact and
conclusions of law. At trial, the parties call@ay those witnesses whom they intended to cross-
examine and played video depositions of wisesswvho were unavailable. In all, the Court
received direct testimony declarations frahwitnesses, 15 of whom also provided live
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testimony, as well as several hundred exhibits from both parfresdlowing trial, the parties
filed post-trial briefing and upded proposed findings of fadhat were fully submitted on May

20, 2015.
Il. FINDINGS OF FACT?

Semantic disputes complicated much of thigcaStripped to the essential facts, which
are described in greater detail below, the cagaite simple. Doctors have a number of ways to
determine pregnancy duration, also known ataj®nal age, but they have a standard
convention for expressing it. This standanthwention expresses pregnancy duration in terms of
the number of weeks that have passed since a woman’s last menstrual period (“LMP”); that is, a
woman'’s expected date of deliyas 40 weeks after her LMP, so if a woman is pregnant and 4
weeks have passed since her LMP she is sdid tbweeks pregnant. SPD’s Weeks Estimator
tells a woman if she is pregnant and provides an estimate of the number of weeks that have
passed since a woman last ovethtwhich is, on average, tweeeks after a woman’s LMP.

Thus, the Weeks Estimator provides an estimatevegéks” that is expressed differently from

the standard convention for expressing pregyaication. Despite this inconsistency, SPD’s
advertising for the Weeks Estimator conveysitiessage that the product provides an estimate
of weeks pregnant that is consistent with a dés®stimate of weeks pregnant. Therein lies the

problem for SPD.

! Direct and rebuttal testimony dedtions are cited using the last name of the witness followed by DT or
RT and refer to the final decldi@ens as modified at trialSeeDkt. No. 363. The trial transcript is cited using Tr.
followed by the page and line number for the citati8eeDkt. Nos. 373-388. C&D’s admitted exhibits are cited as
PTX; SPD’s admitted exhibits are cited as DT3eeDkt. No. 363. The Court addresses certain objections to
exhibits herein; to the extent not expressly addresdedlatr in this Opinion, the Court hereby overrules the
objection or concludes it was waived or abandoned. Due to the multiple briefs and other filings solvenitteel
course of this case, unless otherwise noted, the Court tefétrs parties’ filings using the Court’s Electronic Case
Filing (“ECF”) docket numbers, abbreviated as Dkt. No. __.

2 Both parties submitted post-trial proposed findingsaof &nd were provided an opportunity to respond to
each other’s proposed findings of fact with opposing record citati®eeDkt. Nos. 369, 370, 372, 392. The
abbreviation “PPF” represents Dkt. No. 372, which ipoocates C&D’s proposedrilings of fact and SPD’s
responses. The abbreviation “SPD PPF” represents Dkt. No. 392, which incorporates SRi3&dpfindings of
fact and C&D’s responses. If a party did not oppose a proposed finding of fact with an appropriatetegimord
and if that unopposed proposed finding of fact was supported by an appropriate record citation, the Court deemed
that fact admitted and incorporates such unopposed facts as factual findings of the Court.

3 To the extent that any finding of fact reflects galeconclusion, it shall to that extent be deemed a
conclusion of law, and vice versa.
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A. The Parties
C&D and SPD are direct competitors in th&SUmarket for home pregnancy tests. PPF

1 1. C&D’s leading home pregngntest brand, First Responsesh®een the market leader for
many years, and SPD'’s leading brand, Clearblugpkan First Response’s primary competitor.

PPF 1 1.
B. The Reproductive Cycle

To understand this case requires a basicrstateding of the reproductive cycle. The
typical menstrual cycle lasts 28 days and isked by two key events: the menstrual period and
ovulation. Patrizio DT  6; BarnhaDT 1 9. The latter is thelease of a ripe egg (or ovum)
from the ovary. Patrizio DT § 6; Barnhart . The time from the last menstrual period
(“LMP”) to ovulation, known as the follicular pha®f the menstrual cycle, is generally two
weeks, but variance in the length of the follicigaase can be “significant.” Barnhart DT { 9;
Patrizio DT § 6. The time from ovulation to thext menstrual period, known as the luteal phase
of the menstrual cycle, is tweeeks and is subject to much less variance than the follicular
phase. Barnhart DT § 9; Patrizio DT { 10.

For a successful pregnancy to proceed, the following steps must take place. First, either
through sexual intercourse or assisted reproductive technology, spestfertilize an egg
within 24 hours of ovulation because a ripe egg survive outside the ovary for only about 12
to 24 hours. Patrizio DT § 7; Barnhart { 8. In the case of se®asatourse, failization may
occur several days after interese, but it will not occur more than one day after ovulation. Tr.
396:13-16;see alsarr. 218:10-14; Patrizio DT § 7; Banart DT § 8. Second, the fertilized egg,
now referred to as a blastocyst, must travel dtherfallopian tube to the uterus. Patrizio DT
1 7. Third, the blastocyst must adhere to traoaretrium (part of the lining of the uterus), a
process called implantation, which occurs appnately six to nine days after ovulation.

Patrizio DT ¥ 8. Once implantation occurs, thestocyst begins sesting human chorionic



gonadotropin (“hCG”), a hormone that, among othéngs, signals ta woman’s body that she
is pregnant and prevents mensBstrizio DT  8; Barnhart DT { 34.

Home pregnancy tests, including SPD’e&hblue brand and C&D’s First Response
brand, determine whether a woman is pregnamdbgcting the presence (or absence) of hCG—

the hormone released following implantation—aime. PPF { 2; Barnhart DT | 4.
C. The Multiple Methods Used toDetermine Pregnancy Duration

Prior to advances in modern medicine, dogtoad only one way to determine a woman’s
estimated date of delivery: the date of herR,Mvhich occurs, on average, 40 weeks prior to
delivery. PPF | 6; Barnhart DT 1 10; PTX&®; PTX 51 at 1; PTX 121; DTX 121 at 1.

Before the development of more advancedlica technology, such as ultrasound, a woman’s
LMP provided the most readily available and reliable estimate of pregnancy duration, which is
also known as gestational age. Barnhad(f11; PTX 50 at 2; PTX 51 at 1. One of the
disadvantages of using LMP for determining pregyaduration is that it assumes a standard 28-
day menstrual cycle and that ovulation ocanslay 14; as noted, the follicular phase of the
menstrual cycle is prone to vary. PTX 50 aPZX 51 at 1; Barnhart DT { 13. In addition,
women often have a poor recolien of their LMP. PTX 50 at 2; PTX 51 at 1, 3. These two
shortcomings mean that an estimate based oR bidy provide an inaccate prediction of the

date of delivery.See, e.gBarnhart DT { 13; PTX 50 & DTX 113 at 2; DTX 114 at 1.

Ultrasound technology provides doctors wittnare sophisticated way to determine
pregnancy duration, and it is now “standard pracbd@ake an ultrasound scan of the developing
fetus about 8 to 12 weeks after the reported UMBarnhart DT  14; Tr. 132:24-133:1; PTX 51
at 3. An ultrasound scan is used to measuietus’s crown-rumigngth, which, using a
formula, can be converted into an estimate of “embryonic age” (the number of weeks that have
passed since fertilization)r. 444:4-12, 133:2-9, 918:18-919:2; ®b1 at 3; DTX 121 at 4-5.

Because fertilization occurs, on average, tveeks after a woman’s LMP, a woman’s estimated

41f the blastocyst does not travel down to the uterus it may adhere to the lining of the fallopian tube, which
will cause an ectopic pregnancy; such blastocystssetliete hCG even thouglsaccessful pregnancy will not
result. Tr. 1251:16-1252:1; Patrizio DT  57.



date of delivery is generally 38 weeks afterifigetion. Patrizio DTY 24; Tr. 830:9-11, 832:2-9,
918:20-919:2; DTX 121 at 1; PTX 50 at 2. Althougtrasound results are more accurate, “the
date of the LMP is usually the only piece of data available in very early pregnancy to determine
gestational age; therefore, it remains the mostmonly used method for estimating [gestational
age] and assigning a due date.” X1 at 1; Barnhart DT | 10-11.

Finally, in the context of iwitro fertilization, doctordhave an additional method to
determine pregnancy duration: the date of emimsosfer. PTX 50 at 2-3; DTX 121 at 9. In
such contexts, doctors retrieve an egg from mam fertilize it, and then wait either three or
five days to replace the embryothe woman’s uterus. Tr. @222-180:11; Patrizio RT  12-13;
PTX 50 at 2-3. Thus, “for a day-5 embryo, thstimated date of delivery] would be 261 days
from the embryo replacement date. Likewise the [estimated date of delivery] for a day-3 embryo

would be 263 days from the embryo replacement’dd&@&X 50 at 3; Tr. 439:1-440:24.
D. The Standard Convention forExpressing Pregnancy Duration

Although there are multiple ways to determinevoman’s estimated date of delivery, and
thus the duration of her pregngnthere is a separate issuehofv to express it—i.e., what
words to use to describe “how far along” the iy is. And on this point, which is the point
that truly matters for resolution of this case, ¢hisrlittle genuine dispat Doctors and others
use a standard conventioneipresgregnancy duration. It is seatin terms of the number of
weeks since a woman’s LMP. Patrizio DT §1Bl 22; Barnhart DT 10-11, 24; Patrizio RT
19 2-3; Tr. 182:7-10, 197:4-23, 238:1-11, 268, 266:11-267:4, 277:17-21, 830:1-831:4,
833:11-834:22, 837:4-9, 1271:7-9, 1261261:12; PTX 1 at 3; PTX BTX 50 at 1, PTX 51 at
1; PTX52 atl; PTX53 at 10; PTX 54 at 1135 at 5; PTX 121 at 1, PTX 149 at 3-4. As
SPD’s medical expert, Dr. KuBarnhart, testified: “While doctors have long known that women
are not, and cannot be, pregnantheir LMP because ovulation doeot occur, on average, for
another two weeks, LMP has continued to befarence point because, until relatively recently,
it was either impossible or impractical to estiemathen ovulation occurred.” Barnhart DT § 11.

He further noted that “[e]ven after the advehtltrasound scanningt¢hnology, the methods for
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estimating when ovulation (and herfeetilization) occurred were gerally intrusive, expensive,
and/or impractical, and obvioustpuld not be self-administeddy a woman at home prior to
becoming pregnant.” Barnhart DT  11. Thus,oth historical and jictical reasons, dating a
woman’s pregnancy from her LMP has been i@mdains a widely used method for determining
pregnancy duration. But more importantlyhdts continued to e standard—indeed,
universal—convention for expressing gnancy duration. Barnhart DT { JHTX 50 at 2; PTX
5latl; PTX55at5; PTX 121.

In fact, even when pregnancy duratiomlétermined using other methods, such as
ultrasound scans, most medical professiostdlsconvert to the LMP convention when
communicating pregnancy duration to patients and other medical providers. Tr. 175:1-176:6,
238:24-239:9, 837:4-9; Patrizio O 11-14; Patrizio RT § 18JItrasound machines are even
programmed to automatically convert an esten@tembryonic age based on crown-rump length
into an estimate of pregnancy duration baseaveeks since LMP. T75:7-11; PTX 55 at 5.

As noted, in some cases, a wonnaay not recall the date of her LMP or her recollection may be
inconsistent with an estimate based on arasbund scan. Even in these cases, “doctors
typically will date the pregnancy accorditaythe ultrasound results, but they will (by
convention) express the duratiohpregnancy in terms of thisne since LMP would have been
expected to occur in a normal menstrual cycledtrizio DT | 12; Patrizio RT 1 9; Tr. 175:1-
176:6. Similarly, in the context of in vitro fdization, the embryonic agbased on the date of
embryo transfer is converted into an estin@dtpregnancy duration in terms of weeks since
LMP. Patrizio DT § 13-14; Tr. 168:3-10, 179:282:10. In short, while doctors may have
multiple ways to arrive ahe convention—e.g., LMP, ultrasourtthte of embryo transfer—they
use a standard and uniform convention for egping pregnancy duration: weeks since LMP.

That there is a single convention is unswgipg as it allows patiest doctors, and other
healthcare providers to use the same metris¢beduling testing arather appointments during
the course of pregnancy. PPF { 6; PatiXT  11; Tr. 240:1241:2, 830:12-18, 831:15-22,
835:15-836:13. Dr. Kurt Barnhart, SPD’s expeithess, explained, “as we're moving forward
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in a pregnancy, we want to make sure we'regiiie same standard so when we set a due date
we’re not — we're all workingn the same convention and #ame scale.” Tr. 831:15-22.
Moreover, pregnant women have traditionaéiied on their doctors for an estimate of
pregnancy duration. Feldman RT fség alsdlr. 479:23-25, 1184:5-10; PTX 100 at 5; PTX
121 at 1; PTX 149 at 4; DTX 37 at 1. SPDiggestion that womeroald figure this out on
their own based on their “own awareness oéwthey ovulated, had intercourse, and other
relevant facts” combined with knowledge drafram “myriad sources of information in books
and on the internet regarding pregnancyrdgtiDkt. No. 372 { 6 (citing Daly 1Y 15-16, 42 &
n.7-10), is unpersuasive and doesciwnge the fact that histcally doctors have been the
authoritative source of information for womerfited out how many weeks pregnant they are.
Indeed, as described below, the FDA required SPD to include the following statement on all
product advertising: “Only your doctor can provaleeliable estimate of gestational age and

only your doctor can monitor pregnancygression.” PTX 3 at4; PTX 1 at 3.
E. The Clearblue Advanced Pregnancy Test with Weeks Estimator

Unlike other pregnancy tests, which merelf a woman whether shis pregnant, SPD’s
Weeks Estimator also provides an estimatihefnumber of weeks that have passed since
fertilization. PPF 5. To exgih, the blastocyst begins produg hCG after fertilization, but
hCG levels are not detectable in a woman’seutintil there is contact between the blastocyst
and the woman'’s body (usually at implantatiothiea uterus but sometimes as a result of an
ectopic pregnancy). PPF § 2; Patrizio DI/ Tr. 1251:16-1252:1. These hCG levels rise
rapidly and predictably during g pregnancy and can be ugedestimate the number of weeks
that have passed since fertilization. PPF q 5d Because fertilization cars within 24 hours of
ovulation, the date of fertilizatioprovides a proxy for the daté ovulation (and vice versa).
Barnhart DT { 8; PatriziDT § 7; Tr. 915:15-18.

Like other home pregnancy tests, then Weeks Estimator uses the presence or absence
of hCG in the urine to tell a woman if shepiegnant. But if she is pregnant, the Weeks

Estimator also uses the level of hCG in theaitmprovide an estimate of how many weeks have
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passed since ovulation. When a woman uses tupt, a digital screeon the device will tell
her if she is “Pregnant” (or “Not Pregnantdnd, depending on her hCG level, the screen will
provide a result showing “1-2,” “2-3,” or “3+~meaning, she is pregnant and it has been 1-2, 2-

3, or 3+ weeks since ovulation. PPF | 5.
F. The FDA Clearance Process

Home pregnancy tests angbgect to FDA regulation aSlass Il medical devicesChurch
& Dwight I, 2014 U.S. Dist. LEXIS 76752, at *8-1Church & Dwight 1], 2015 U.S. Dist.
LEXIS 67187, at *6-8. Under 21 U.S.C. § 3BpQ(more commonly known as the “510(k)
process,” a party seeking to market a Clagsddlical device must submit to the FDA “a
description of the device and a statement efitllended use of the device, the proposed labeling
to be included on the device, and the infaioranecessary for the FDA to determine if the
device is ‘substantially equival€ to a pre-exisng device.” Church & Dwight Ill, 2015 U.S.
Dist. LEXIS 67187, at *6-7 (quotinGhurch & Dwight | 2014 U.S. Dist. LEXIS 76752, at *10).
“A finding of substantial equivalence mesathe device ‘has the same technological
characteristics as the predicate device’ or ‘hasrdiffietechnological characteristics and . . . is as
safe and effective as a legally marketed de\dod, . . . does not raisiéfferent questions of
safety and effectiveness than the predicate devid¢d.’at *14 (quoting 21 U.S.C.

§ 360c(i)(1)(E)(ii)(1l1)). If the FDA identifies “a use of theéevice not identified in the proposed
labeling,” however, it can still approve the devimg with limitations on the device’s labeling;
“[t]he resulting clearance from the FDAKaown as SE [substantial equivalence] with
limitations.” Id. at *14 (citations and interngluotation marks omitted).

In August 2012, the FDA issued a “Hold Letter,” PTX 149 at 3-11, for SPD’s 510(k)
application because it had identified a po@rtoncern with the Weeks Estimator’s product
labeling, i.e., its packagindd. at *11-12. Specifically, the FDAoted that the “weeks indicator
feature may provide misleading informatiorlag population of users” largely because “the
output of this test is not gined with gestational agy done by healthcaregfessionals (i.e., it

will under-estimate gedianal age by an average of 2 weekdy’ (quoting PTX 149 at 3-4);
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PPF 1 23. In light of this concern, the FDA reqdiSPD to modify the “Indications for Use”

statement on product packaging to ud# the following additional language:

This test cannot be used to determireedhbration of pregnagar to monitor the
progression of pregnancy. Your doctiatermines how many weeks pregnant
you are based on the first day of your lasnstrual period and ultrasound results.
This test provides a different estimatatthan not be substituted for a doctor’s
determination of gestational age.

Id. at *12-13 (quoting PTX 149 at 4). The Hdldtter also requestezhanging the product’s

name from “Conception Indicator,” which led SPD to propose, and the FDA to accept, “Weeks
Estimator.” Id. at *13. The Hold Letter made a nuemntof other requests, including, among

other things, removing the statemeAtso Tells You How Far Along You Afeom every area

of the box. Id. at *13-14 (citing PTX 149 at 5). Following additional back-and-forth
communications between SPD and the FDA, the FDA issued a “Clearance Letter” for the Weeks
Estimator, which allowed SPD to begin marketing the product consisith the FDA’s

directives as described the Clearance Letteld. at *14-15. Among other things, the FDA
instructed SPD (1) not to express the producsslite as “weeks pregnardhd (2) to express the

results only as “the number of weeks tivaty have passed since ovulation.” PPF { 14.
G. The Launch Advertising

In August 2013, SPD commenced an ambitious marketing campaign for the Weeks
Estimator that was touted a®tlargest advertising expenditunethis product category. Tr.
1073:19-1074:10; PTX 100 at 7. §mte FDA’s warnings, internal SPD marketing documents
described the “communication idea” for this gangn as: “Clearblue Advanced Digital
Pregnancy Test with Weeks Estimator gives women the reassurameernafids much more of
their pregnancy because it is i@y test that can also tell you how far along you are.” PTX 209
at 9. In line with this strateggnd as described below, the Wedstimator’s launch advertising
consistently communicated the messagetti@product estimates “weeks pregnant,” “weeks
along,” and similar ideas, while downplaying (oritimg) the message that the product provides
an estimate of weeks since ovulation or thatproduct’s estimate of “weeks” does not align
with how a doctor would express astimate of weeks pregnant.
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1. The Launch Package

The launch package for the Weeks Estimatas on store shelves from August 2013 to
February 2014. Daly DT 1 65. At the top {efind corner of the box, “Clearblue” appears in
large blue font, and on the top right-hand cotherword “NEW” appears against a yellow strip.
PTX 3 at 2. In the middle left-hand side oé thox the following words appear on four separate
lines: “ADVANCED // Pregnancy Test // with ¥¢ks Estimator // Results 5 DAYS Sooner.”
PTX 3 at 2. To the right of this language arerfgray squares resenti digital screens with
the following words inside them: “Pregnani/2 Weeks”; “Pregnant -3 Weeks”; “Pregnant //
3+ Weeks”; “Not Pregnant.” PTX 3 at 2. To ttight of the four gray squares there is an image
of the actual product. PTX 3 at 2. In the lovedt-hand corner of the box there is small white
font stating: “See side of padtar details.” PTX 3 at 2. The lower right-hand side of the
package also contains an image of a white cadudelX. 3 at 2. The back panel is identical to
the front panel; the only differenéethat the back panel is anged vertically while the front
panel is arranged horizontally. PTX 3 at 1he word “ovulation” does not appear anywhere
on the front or back of the box. PTX 3 at 1{An image of the front of the Launch Package is

pasted below as Figure 1.)

: -

ADVANCED |
Pregnancy Test

with Weeks Estimator
* Results 5 DAYS Sooner

See side of pack for. details

Figure 1
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The box contains two side panels with addfitil information. One side panel contains,

in very small, cramped font (in a space tisat.5 inches by 4 inches), the full FDA-required

Indications for Use statement:

The Clearblue® Advanced Pregnancy Tweigh Weeks Estimator is an over-the-
counter urine hCG test whigh intended for theetection of pregnancy. The test
detects hCG in some cases from four days before the expected period (which is 5
days before the day of the missed period).

This test is only intended for individualeugt home. It is not intended for use in a
healthcare setting.

This test contains a “Weeks Estimator.” The “Weeks Estimator” is meant solely
as an estimate for the consumer and is not intended as a substitute for a doctor’s
clinical diagnosis. The “Weeks Estimator” is not intended for multiple
pregnancies. The estimate provided by the device may be inaccurate in these
cases.

This test cannot be used to deternthme duration of pregnancy or to monitor the
progression of pregnancy. Your doctotetenines how many weeks pregnant you
are based on the first day of your lasénstrual period and ultrasound results.
This test provides a different estim#tat cannot be substituted for a doctor’s
determination of gestatial age. Only your doctor can provide a reliable
estimate of gestational age and oypbur doctor can monitor pregnancy
progression. You should seek qualifiedratal care if you suspect you are
pregnant

PTX 3 at 4; PTX 425. Just below the IndicatibmsUse statement, there is a sentence asking

consumers to “[p]lease refer to the package insert for test instructions and for more information

on the Weeks Estimator feature.” PTX 3 aflhe word ovulation appears only on the top of the

box in an image promoting an entirely difat Clearblue product called the “Advanced

Ovulation Test.” PTX 3 at 5. (An image thie side panel containing the Indications for Use

statement is pasted below as Figure 2.)

The Clearbiue® Advanced Pregnancy Test with Weeks Estimator is an over-the-counter uring hCG test which is period. However, the pregnancy hormone increases rapidly in early pregnancy and

This test is only intended for individual use at home. It |
"W

This test contains a “"Weeks Estimator” moant solely as an estimate for the Number of days before % of samples from pregnant women
consurnér and is not intended a3 a subst | diagnosis. The ‘Weeks Estimator’ is not the expected pericd giving a ‘Pregnant’ result
intended for muiltiple pregnancies. The & 0 he cevice may be inaccurate in these cases.

This test cannot be used (o determine the duration of pregnancy or fo r the progression of pregnancy: Q 9%

Your doctor determines how marny weeks pregnant you are based on day of your last menstrual i 98%

period and ultrasound resuits. This fest provides M"fwcr* estimate ¢ ot be substituted for a doctor’s =2 97%

determination of gestational age. Only your doctar can provice a refiable estimate of gestational age and only

Your doctor can monitor pregnancy progression. You should seek qualified prenatal cace if you suspect you -3 S0%

are pregnant 4 65%

Please refer to the package insert for test instructions and for more information on the Weeks Estimator feature
\ if you test earty and gat a ‘Not Pregnant’ result it s possible that the level of pregnancy hormane may not yet be high encugh to be detected. You sheuld test again whan you expect your period.

for Use Si

Testing Early: Clearblue® recommends that you test from the day you expect your

in some cases from four days before the Claarbive* Advanced Pregnancy Test can be used up to 4 days before you expect your
rioed). pericd (which is 5 days sooner than the missed period). in clinical testing with earfy
ded for use in @ healthcare setting pregnancy samples Clearblue® Advanced Pregnancy Test gave the foliowing results:

Figure 2
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2. The Television Commercial

From August 28, 2013 to December 2, 2013, $&ba nationally televised commercial
promoting the Weeks Estimator (the “Teleeis Commercial”), Daly DT § 70, which aired
thousands of times on at least 65 different nete and was projected to reach millions of
women aged 18-49 each month, PPF { 60. TEhevision Commercial shows two women

sitting around a kitchen table emgag in the following dialogue:

1st Woman: I'm pregnant.

2nd Woman: Really?

1st Woman: Two weeks.

2nd Woman: You already went to the doctor?

1st Woman: Not yet, but | took this new Clearblue test.likistwo tests in one.

2nd Woman: Oh my Godithink I'm going to cry!
PTX 5-6. As the first woman says “It’s like twests in one,” an image of the Weeks Estimator
appears on screen with the digital screen prenilg displaying “Pregnant // 1-2 Weeks.*” PTX
5-62 After the second woman says, “I think I'm ggito cry,” the commercial cuts to an image
for two seconds showing three large dig#eleens (containing the words “Pregnant // 1-2
weeks,” “Pregnant // 2-3 weeks,” and “PregnaBt/iveeks”) in an arc over an image of the
product with the phrase “ESTINTED WEEKS SINCE OVULATION(UP TO 3+)” in grayish
blue font below the arc and above an imagtefproduct. PTX 5-6. As this screen is
displayed, a voiceover says: “Thew Clearblue pregnapndest also estimagehow many weeks.
Weeks Estimator. Only from Clearblue.” PBX6. Beginning at 6 seconds into the commercial
and continuing to the end of the 15-second commkinall white font appears at the bottom of

the screen stating:

*Word ‘weeks’ on display is for illusation only. For home use only. Always
consult a doctor if you suspect you are pigg and to confirm, date and monitor
pregnancy. Not for multiple pregnancies. Estimates weeks since ovulation up to
3+ weeks. Do not use to monitaregnancy progress or duration.

PTX 5-6.

5 An image of this screen is pasted below as Figure 4 in Section IIl.A.3.a.
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3. Other Launch Advertising

Prior to and after the launch of the Wedkstimator, SPD maintained a dedicated
webpage promoting the Weeks Estimatorldian DT 9 47-50; PTX 17. The top of the
webpage displays the Clearblue logo nexhtphrase: “The ONLYregnancy Test that
Estimates Weeks.” PTX 17 at 1. Just betbhat banner, the webpage prominently states
“NEW! Pregnancy Test with Weeks Estimatavith an image othe product showing
“Pregnant // 1-2 weeks” in the dligl display window. PTX 17 dt. The first prose script on the
webpage is a paragph stating:

Clearblue® Advanced Pregnancy Te#imWWeeks Estimator is the FIRST and
ONLY pregnancy test that not only teylsu if you are pregnant but also estimates
the number of weeks. It's k2 tests in 1! This ige latest innovation in home
pregnancy testing providing information tlyatu can trust. Knowing more helps
you prepare for the exciting future ahead8% of women surveyed said they
believe it is important ttktnow how far along they are.

PTX 17 at 1. Just below this paragraph, thepege has a line break with an additional
paragraph; the third sentence of that paragragibsst‘It uses two sepdeatesting strips to
estimate how many weeks based on time since avnlél-2 weeks, 2-3 weeks, 3+ weeks).”
PTX 17 at 1.

SPD also hired a celebrity spokespersoméra Mowry-Housley, of “Sister, Sister”
fame, to appear as a guest on the televisimw “The Doctors” to promote the Weeks
Estimator. Suarez DT {1 2-6. After announcing siv& and her husband are planning to have a
baby, she says: “| am the new spokesperson for Ciearht's the pregnancy test. | am. | can’t
wait to use it . . . because it actually estiméi@s many weeks of pregnancy you're in.” PTX
10. SPD contends that Ms. Mowry-Housley spakéscript” and was not authorized to make
this statement, Suarez DT { 6, but internal &mwaveal that SPD’s marketing firm was “beyond
pleased with how well this pitched placem delivered,” PTX 269; Tr. 773:3-16.

In addition, SPD promoted the Weeks Estiion through a number of other channels,
including presentations mader&tailers, internet adveriigy (e.g., web banners), retailer

circulars, retailer websites, amdstore advertisinge.g., side-wing displays and shelf trays).
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PPF 1 63-64; PTX 18-24, 100, 215-216. These adverisesnsimilarly convey the message that
the product estimates “weeks pregnant” withoutiadycation that this estimate differs from a
doctor’s estimateSee, e.gPTX 19 (Walgreens advertisement stating: “How Far Along Am 1?”
“Clearblue® Advanced Pregnancy Test witleeks Estimator tells you in words if you are
pregnant, and estimates hownyaveeks by measuring the pregng hormone level.”); PTX 18
(point-of-sale displays statirf§irst pregnancy test to estiteaweeks” and “How far along are
you?”);see alsalr. 1070:1-1071:5 (noting that the shaisplay messages shown in PTX 18

were designed to sit next to each other).
H. The Revised Advertising

As described in detall ithe Court’s March 24, 2015 Memorandum and Order, following
complaints from C&D, the FDA reached out tolBRith concerns about its launch advertising.
Church & Dwight 11, 2015 U.S. Dist. LEXIS 67187, at *15-16. For example, the FDA stated
that it had informed SPD “ndito] talk about weeks pregnant” and “[p]lacing ‘weeks’ in the
result window is the same as saying wepkegnant.” PTX 412; Tr. 344:14.

SPD then submitted a “mitigation proposal’adress some of the FDA'’s conceri.;
see alsdTX 17; Tr. 354:4-355:5. In sponse to FDA objections the Television Commercial,
SPD proposed, among other things, adding langteatiee disclaimer and removing dialogue
about a doctor’s visit. DTX 017 at 3. ThBA& found these changes insufficient, noting that

even with the proposed ahges the commercial

still does not convey the limitations ohf] Week Estimator completely, nor does
it clearly state that the device can oabtimate weeks since ovulation (and not
weeks of pregnancy) and therefore does not present a balanced and accurate
description of [SPD’s] produdo customers. Further . [SPD is] required to
communicate a complete and unmodified.(iunparaphrased) Indication For Use
(IFU) statement in all of [its] promotional materials.

DTX 17 at 4. SPD also requested 10 dayske thown the Television Commercial, but the FDA
required itto do soin 6. DTX 17 at 4. Basedother feedback from the FDA, SPD revised the

product’s package and made a number of othergdsato its advertisings described below.
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1. Revised Package

The Revised Package began appearing on st@lges in February 2014. Daly DT  65.
The front of the box is substantially similarttee Launch Package but with two key differences.
First, in the top right-hand cornenstead of a yellow strip witthe term “NEW,” there is a gray
strip with the phrase: “Only Test That // Estites Weeks // Since Ovulation*.” PTX 4 at 2.
This phrase is separated onto three lines, witttiftates Weeks” in larger, bold lettering on the
middle line. Second, the digital screep the right of “Advanced Digitil/ Pregnancy Test //
With Weeks Estimator” contain only the wordséBnant // 1-2”; “Pregnarit 2-3”; “Pregnant //
3+”; and “Not Pregnant.” PTX 4 at 2. Just below these four digital screens is the phrase “Weeks
Along.” PTX 4 at 2. On the side panel, tinglications for Use statement now appears with an
asterisk in front of it—an apparereference to the asterisk &aping after the phrase “Only Test
That Estimates Weeks Since Ovulation*” on trenfrof the box. PTX 4 at 3. Otherwise, this
and the other side panel are the same as thehd&eckage. PTX 4 at 3-4. (An image of the

front of the Revised Package is pasted below as Figure 3.)

| \\VI/

Clarlue

Figure 3

5 “Digital” appears after “Advancedis opposed to under the digital screens in the Launch Package.
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2. Internet-Only Commercial

As noted, SPD ceased airing the Televistmmmercial at the FDA’s direction and
replaced it with an Internetsfly Commercial, which is substantially similar to the Televised
Commercial but with the followmig modifications. PTX 9. First, the dialogue is changed as

follows:

1st Woman: | have something to tell you: I'm pregnant!
2nd Woman: Really?
1st Woman: | took this Clearbltest. It's like two tests in one.

Voice over:  Only Clearblue tells yaiuyou are pregnantral estimates how many
weeks since ovulation.

2nd Woman: Oh my Godithink I'm going to cry!
Voice over: Weeks estimator, only from Clearblue.

PTX 9. During the voice over, the commercial cuts to the same image of the three large digital
screens (with “Pregnant1£2,” “Pregnant // 2-3,” and “Pregnafit3+”) in an arc over an image

of the product with the phrase “ESTIMATBEVEEKS SINCE OVULATION (UP TO 3+)”in
grayish blue font below the arc and abovepgredluct. PTX 9. Following this image, the
commercial cuts to an image of the Revised Bgekn the center dfie screen with “Weeks
Estimator” in large, pink lettering jumping out tbfe box, distracting the eyfrom the rest of the
packaging. PTX 9. The commercial ends with finl Indications for Use statement on screen

for 15 seconds, but this is the only disclaitiet appears during the commercial. PTX 9.
3. Other Revised Advertising

SPD replaced the original webpage fae Weeks Estimator in December 2013 with a
new webpage. Daly DT § 78. The new webpageilsstantially similar to the old webpage, but
with the following modifications{1) the image of the Launch Pagje has been replaced with an
image of the Revised Package; (2) the wordWRino longer appears on the page; (3) and the
word “weeks” no longer appears in the digitalesn for the Weeks Estimator. DTX 173. In

addition, the first paragraph of prose scaptthe webpage has been modified to read:

Clearblue® Advanced Pregnancy Te#imWWeeks Estimator is the FIRST and
ONLY pregnancy test that not only teyleu if you are pregnant but also estimates
the number of weeks since ovulation. lik® 2 tests in 1! This is the latest
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innovation in home pregnancy testing paag information that you can trust.
Knowing more helps you prepare fihe exciting future ahead.

DTX 173. That is, “since ovulation” was addetlowing “number of weeks,” and the phrase
“78% of women surveyed said they believis itmportant to know how far along they are” was

deleted.
l. SPD’s Intentional Deception

As discussed in the conclusions of law, Lanham Act jurisprudence soundly presumes that
consumers are in fact deceived if an adverssés out to deceive thenBased on the facts set
forth in the following paragraphs, the Court firtdat SPD’s staff engaged in such intentional
deception prior to and after theunch of the Weeks Estimator. Time and again, SPD’s staff
recognized and understood that iWeeks Estimator’s result dibt align with how doctors
express pregnancy duration and that this misalignt could confuse consumers. Rather than
clarify its product adverting, SPD’s staff sought to exploit the confusion.

To begin with, SPD’s staff were fully awatteat the medical community uses a standard
convention for expressing pregnancy duratioselleon the number @feeks since a woman’s
LMP, whether actual or conventialized (i.e., using a standardlimular phase of two weeks).
PPF { 8see alsd”TX 122 at 1. For example, in a peeviewed article analyzing the use of
hCG to estimate the date of fertilization, Drr&aJohnson, SPD’s Head ©@finical and Medical
Affairs, observed that “[h]istorichl, pregnancy is dated using thest day of the last menstrual
period (LMP).” PTX 51 at 1. Similarly, a report that SPD submitted to the FDA as part of the
510(k) process recognized ttiffraditionally, gestational ag has been estimated from a
woman'’s recollection of her LMP. . .. Standalidical practice dictatethat gestational age
determined by ultrasound is alegtrapolated to an estineat LMP date.” PTX 55 at 5.

Consistent with these pradl statements, SPD’s witnessacknowledged dtial—often

with considerable reluctance—etlexistence of the LMP convention. After one such longwinded

7 Similarly, many studies that SPD offered into evidence reference the conventionrfgrpdatinancy
based on weeks since LMBee, e.gDTX 113 (“Pregnant woman are routinely assigned a delivery date of about
280 days after the onset of their last menstrual period.”).
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explanation, the Court pointedly asked Dr. Joanna Pike, SPD’s Senior Global Pregnancy Product
Manager, “If someone saysyou or you read somewhere | aauf weeks pregnant without any
further explanation, what would you assume thaans?” Tr. 1184:2-4. Dr. Pike, withdrawing
deeper into her chair, providec¢tanvoluted answer before finplacknowledging that think in

general you may — you may - this, it is timecsilMP because it is widely used,” which she
hesitantly admitted was “[t]he truth.Tr. 1184:22-1185:3. The truth it was.

To his credit, when asked on cross-examination if he “kn[ew] the convention used by
medical doctors to date pregnancy,” Markti@s, SPD’s Chief Compliance Officer, provided
one of the few straightforward answers on thisdofiihe convention is toate pregnancy from
the first day of last menstrupériod.” Tr. 265:1-4. He furtmeacknowledged that the product in
issue provides an estimate that differs frioonv a doctor expresses pregnancy duration. Tr.
277:22-25.

Aware of the convention, SPD staff mendbegcognized that the Weeks Estimator’'s
result was likely to confuse consumers. For gdenDr. Pike provided the following analysis in

an email to her colleagues:

We should not suggest in US tha¢ tbroduct tells you ‘Weeks Pregnant’ when
we have been constrained by FDA ty S@eeks since ovulation’. Indeed, even
outside of US, this product doesn’t tetlu weeks pregnant — if you are 1-2 weeks
by [the Weeks Estimator] then you are 84deks pregnant becseithe universal
convention for dating pregnancy is from tbdP not from ovulation. . . . | think
FDA would NOT approve if we used ‘WeRregnant’ in any materials and we
are very likely to also confussnsumers and might end up with
challenge/complaint.

PTX 52 at 1. At trial, Dr. Pike first attemjplt¢o escape the plain meaning of these words by
arguing that she was conveying the FDA'’s viem®, her own. Pike DT § 7. The email
considered as a whole—particularly the staetthat the convention for dating pregnancy is
from LMP even outside the FDA'’s jurisdioti—belies this explanation. In her cross-
examination, Dr. Pike also tried to explain theafisentence about consumer confusion as “using
a bit of hyperbole here because [she] was s&ongly trying to kill” an advertising mockup

showing a baby “bump” she did not like..T166:17-1167:15. Based on her tone, demeanor,
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and unconvincing explanations, the Court found®ike’s attempt to contradict the plain
meaning of her email lackingextibility. Her email was candid. Her testimony about the email
was not.

In addition to its own staff, members of SBMJ.S. Advisory Board, which was created
“[tJo allow SPD to obtain exteal expert advice on productategy and launch plans,” PTX 53
at 6, also highlighted the existence of the Latidvention and the possible confusion that might
result from the discrepancy between the prédwestimate and a doctor’s estimate based on the
convention. For example, one Board mendiated at an early meeting “that LMP was
currently the pregnancy-related time measugnt that most womeunderstood and that
pregnancies were dated from this point by obisiatrs. He added that it was important not to
contradict this clinician-defirlemeasurement.” PTX 53 at 10. At a subsequent meeting, another
Board member raised concerns about the didisglay screens containififregnant 1-2,” etc.,
noting: “Need to be clearer whiiis means, i.e. from time ebnception NOT LMP, we are Not
saying what we are dog.” PTX 69 at 30see alsd®TX 472 at 13 (Stewart Wilson Depo. Tr.
71:12-72:7). Atyet another meeting, a diffirBoard member “suggested that medical
professionals are behind the time[s] when ihes to dating pregnancy using LMP” and that
“there could be an opportunity to changewasy doctors date pregney,” but “there was
acknowledgment that this would be a large undertaking.” PTX 54 at 11.

Despite awareness of the LMP convention and warnings about confusion from the FDA,
its in-house scientific aff, and its Advisory Board, SPD adtised the Weeks Emator in ways
that were intended to obfuscate the distinchetween the Week’s Estator’s result of weeks
since ovulation and the estimate of pregryaduration a doctor would provide.

Perhaps the most glaring example of theseptive behavior revolves around the
Television Commercial. Ryabaly, Clearblue’s Worldwide M&eting Director, acknowledged
at trial that it would be untie to “communicat[e] to consunsethat this product can estimate
weeks of pregnancy the same whgt a doctor does, or would gitlee same result as a doctor.”
Tr. 715:18-716:5. Nonethelessethery story board for the Tevision Commercial is entitled
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“Before the Doctor Visit,” PTX 238 at 2, Tt170:2-7, and an internal SPD PowerPoint
presentation described the Tekon Commercial as “Best Frids with the insight of knowing

it before the doctor visit,” PTX 209 at 10. Unsusprgly, SPD’s market research revealed that
viewers believed the product can tell you howdimng you are before you go to the doctor, PTX
110 at 8; PTX 111 at 13-19; Tk062:22-1065:1, which, as discussedjreater detail below,
necessarily implies that the product wilbpide the same estimate one wouldfgatn a doctor’s
Visit.

Prior to airing the advertisement, Mr. Dayplained to his colleagues that “I know we
are being told by some that the FDA will be wagtifor this ad, but | rély struggle with that
given their setup . . . they have a pharmdiatsion but none for [over-the-counter products].
Net, | view the risk as low.” PTX 211 at In other words, he thought the likelihood of getting
caught airing an ad that contravened FDAuieements was minimal because the FDA did not
have resources to police advarsfor over-the-counter produdslnstead, he was concerned
the networks would get cold feet about the piait ability to substantiate its advertising

message:

To me the thing that keeps me up at nightetwork clearance. Particularly
around the area of replacing your Dr ...\Nbthink the copy does a great job of
not pushing this as a replacement to Dd aur supers will cover us, but some
could get shy should they read the entiterided for use statement. So for this, |
think we need to be very careful ... | ward to see everything that we plan to
send the TV stations. Only give them what they ask for.

PTX 211 at 1 (ellipses in origat). (To obtain clearance #r a commercial on network
television, advertisers are typically requiredstdomit “substantiation” for the commercial’s

advertising messages. PPF 1 35.) At tNal, Daly provided a fefetched explanatidtfor this

8 The FDA ultimately did object to the Television Commercial, noting it “conveys the message that the
Weeks Estimator product can be used for measuring the number of weeks of pregnancy and pregnaseigiprog
because of the dialogue between tlveoen (‘I'm pregnant. 2 weeks. You ady went to the doctor? Not yet.’),
whereas the Indications for Use statement includes the following limitation: ‘This test cannot hedetedmine
the duration of pregnhancy or to monitor the progression of pregnancy’. Therefore the TV commercial may be
misleading to a consumer who may understand the device measures pregnancy progression and durali8f.” PTX
at 2.

9 Mr. Daly’s lack of credibility revealed itself repedty, from his description of something referred to
internally as the “Bedford puke,” PTX 211 at 1, an apparent shorthand for the dangersdifigrima much
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email, unconvincingly stating thatexpressed his concernali overwhelming the networks
with too much information: “We have technical people who will sometimes provide hundreds of
pages of information when you only really need page.” Tr. 718:3-8Rather than give the
networks the full Indications for Use statemenmttjch is less than a page long, SPD gave the
networks a substantially truncated version that omitted the warning: “Your doctor determines
how many weeks pregnant you are based on fistedfay of your last menstrual period and
ultrasound results. This test provides a difiéestimate that can not be substituted for a
doctor’s determination of gestational age.” 119:8-720:15. It was algbe truncated version
of the Indications for Use statement that was @sed “super” (disclaimer text at the bottom of
the screen), and that Mr. Daly believed wbtdover” SPD. And when asked where in the
commercial it communicates the message thaptbeéuct’'s estimate is different from a doctor’s
estimate, Mr. Daly answered: “Again, youlm®oking at one medium, and when you actually
have a pack that a consumer can potentially pickn great detail, dliscusses the, you know,
the fact that this is a different method. We alalh attention to our websit the end of the ad
to provide further information. | think you cajust take it — yolknow, you can’t take one
specific execution and sum up atlsomeone would take awagm that.” Tr. 712:4-11.
Unfortunately, Mr. Daly was not the on8PD staff member who exhibited such
disregard for truthful advertising. Anticipag a likely complaint from the FDA or C&D
regarding the Television Comnugal, SPD’s staff discussedeating a backup commercial that
correctly identified a key problem with the ad:d&k up plan is Best Friends with no mention of
‘knowing before doctor visit.” PTX09 at 12; PTX 257 at 1; Tr. 761:8-763sée alsdPPF
1 37. Kirsten Suarez, Clearblue’s Brand Managiemilarly surmised: “Is our guess that First
Response would challenge the doctor portion seevelving for that? Can we not wait to
receive a letter and then edit? I'm guessing velde time between receipt of the letter and

actual need to traffic in new copy/pull from thetworks.” PTX 257 at 1. The Court finds that

information to regulators and broadcasters, Tr. 720:16-2210%his statement that Brepared shelf trays that
“were shipped to one single retailer,” Daly DT { 81, which just happened to be Targ866:8-19; 1067:4-12.
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these communications show that SPD staff kpeseisely what was fadsor misleading about

the commercial, but they chose to air it anyway trial, Ms. Suarezinconvincingly explained:

“I thought the fact that we included a doctorswgod because we wanted to ensure that women
still got prenatal care, andfeewe are showing her still gag to the doctor.” Tr. 763:2-7.

Ms. Suarez also made otheawubling statements about thee®ks Estimator’s advertising
that suggest a deliberate attempt both to evade FDA limitations and convey a false message
about the product. For example, she madéath@ving statement aboygromotional materials
developed for CVS: “One last thing, we caaxtually link together theveeks and pregnant in
the way it was on the last couple. What you canis#ye only test that estimates weeks, or the
only test that also estimates weeks, then the consumer will see Pregnant 1-2 Weeks in the
windows and put it together.” PTX 214 at 1. Tsligtement also reveals that SPD’s staff knew
that placing the word “pregnant” in proximity “weeks” would suggest that the product
provides an estimate of weeks pregrfénin another email, MSuarez recognized that SPD
could not advertise the productesimating “how far along,” but &t it could refer to survey
results indicating that women want to know himvalong they are lsause “[w]e can’t say
we're doing it, just that wonmewant to know.” PTX 260 at 1. In yet another email she
responded to a suggestion that an advergs¢ishould say “Find out how far along you are,”
with the following: “This is a tricky one, butéhFDA doesn’t actually want us to say that. |
think it can be phrased agjaestion as you had, or we ndedise the ‘estimate weeks’
language.” PTX 358 at 48,

SPD staff also believed that consumersribt have a good undernsthng of ovulation.

For example, in response to Dr. Pike’s suggaghat consumers know what ovulation is, Ms.

Suarez replied: “Trust me, it doesn’t really makase to them. The othgides in that deck

10 The FDA shared the same view: “In the letter we say you should not talk about weeks pregnant. Placing
‘weeks’ in the result window is the same as saying weeks pregnant.” PTX 412 at 1.

11 Ms. Suarez also explained that she was not concerned that consumers would misinterpret the advertising
as suggesting that the prodpeovides the same estimate of weeks pragasa a doctor because “it actually didn’t
seem like that big of a deal to me.” Tr. 802:23-24.
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show how they don’t have a knowledge of the triddys, poor understandiing the details, etc.
and it's not common vernacular of how weuld talk anything.” PTX 62 at%. She
subsequently stated: “Ryan/l/our PR agency/US teda@sn’t want to talkovulation’ other than
when we have to, like on a graph, because people do not connect that to when they got
pregnant.” PTX 62 at Ifr. 751:5-25, 756:17-757:5pe alsdPTX 259 at 4; Tr. 1257:8-11.
Similarly, a summary of a meeting between Imhnson and colleague Fiona Humberstone with
SPD’s outside marketing firm discussing theduat's advertising contains the heading: “Why
doesn’t weeks estimate match my doctor’s eseiatPTX 59 at 2. Under that heading, it is
noted that “[t|he data doctotse [is] measured from last ménsl period (LMP) whereas our
data measures since the egg was fertilizef"“¢o]verall lack of onsumers’ understanding of
ovulation may cause confusion. Need to addithe reason why [Hé&care providers] use
different method without saying ig wrong or suggesting thaté¥ks Estimator takes the place
of seeing [a healthcare provider].” PTX 52atThus, although SPD did eventually add the
word “ovulation” to its advertiag, these communications revedty SPD did not want to use
ovulation in the launch adveritigy and why it downplayed ovulation the revised advertising.
Attempting to counter the evidence thatet out to intentionally deceive consumers,
SPD repeatedly suggested that it had tried in t@include a conversiochart on the outside of
the product’s packaging thaobwld mitigate consumers’ confusion regarding how the product’s
estimate of weeks differs from a doctor’s estenaf weeks pregnant. To begin with, SPD
provided a shifting reason for the absence ottresersion chart. SPD initially stated in its
brief in support of its motiom limineto dismiss all false advertising claims that the FDA
“prohibited” or “forbade” it from “placing the LMP/ovulation com#son chart on the outside of
the box.” Dkt. No. 224 at 21 n. See alsdkt. No. 232 at 9. By the time of SPD’s pre-trial
briefing, its contention that the FDA forbada@hg the chart on the @idle of the box had

softened into an explanation that SRih@erstoodhe FDA's instruction to remove ‘accuracy’

2 The “deck” referred to is a PowerBbpresentation admitted as PTX 61.
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information from the outside of the box taare removal of all pgormance information
concerning the estimation of weeks functiorJuding the Conversion Chart.” Dkt. No. 307
1 34 (emphasis added). Finallytal, Dr. Johnson stated thatvas only after doing a “deep”
read of the Clearance Letter that SPD’s staffrd@teed that they had to remove the conversion
chart from the outside of the package. Tr. 1194:16-23, 1203:1se24IsaJohnson DT § 28
(interpreting Hold Letter). 8cause SPD often overstatedestinstances of the FDA and
broadcasters “requiring” or “mandating” agposed to “permittingdr “allowing” certain
conductcompareDaly DT § 72 with Tr. 700:13-705:20, the Caudoes not credit SPD’s
explanation for the removal ofd@lconversion chart. Similarly, it is not at all clear from the
FDA'’s Hold and Clearance Letters that tHeA-intended to prohibit SPD from including the
conversion chart on the outside of the b&ee, e.gDTX 1 at 5.

Moreover, while SPD frequently pushed baglainst the FDA regding other changes
that it did not like, it did not ask the FDA ttarify whether the FDA actually wanted SPD to
remove the conversion chart, nor did it objecthe removal based on concerns that the
conversion chart was needed to avoid corsuwonfusion. Instead, SPD relied on its own
claimed interpretation of the FDA’s communicatiaaglecide that it had to remove a conversion
chart that it now argues would have mitigatedstoner confusion regarding its product. SPD
also failed to offer any alternative suggestitmghe FDA to retain the primary message of the
conversion chart in other forms. Regardl&2D’s own staff were concerned about confusion
even withthe conversion chart on the outside ofplaekage: Dr. Pike’s assessment that putting
“weeks pregnant” on the producpackaging was likely to confuse consumers—because it did
not align with the “universal” convention forggnancy dating—was madethe context of
assuming that the chart would be “readily visthdn the package. PTX 52; Tr. 1194:24-1198:9.

In sum, SPD was aware that the Weeks Estrsatesult did not align with the standard
convention for dating pregnancy; SPD was waimgthe FDA, its U.S. Advisory Board, and in-

house scientific staff about the possibilitycminsumer confusion; and yet SPD developed
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advertising that was intentiolhadesigned to mislead consumers about the difference between

the product’s estimate of weeks since ovulation and a doctor’s estimate of weeks pgregnant.
J. What the Court Is Not Deciding

Before addressing its conclusions of ldlae Court takes this opportunity to note a
factual finding that it is not nkdng: when pregnancy begins “adiological matter” (to use
SPD’s terminology). Although the parties spemich time pursuing this red herring—with
experts testifying on behalf of SRBat pregnancy begins attiézation and on behalf of C&D
that it begins at implantation—tl@&ourt concludes that even ifishwere a factually answerable
guestion, it need not decide it besaut has little, if any, bearinon the key legal issues in this
case. The key issue is whether SPD’s atsregt communicates the message that the Weeks
Estimator provides an estimate of weeks pregtiaitis consistent with doctor’s estimate of
weeks pregnant and, if so, whether this messafgse. When pregnancy begins “as a

biological matter” is, therefe, beside the point.
1. CONCLUSIONS OF LAW

As described above, doctors use a standandention for expressing pregnancy duration
based on weeks since a woman’s LMP. SPDé&aflilue Advanced Pregnancy Test with Weeks
Estimator tells a woman if she is pregnant pralides an estimate of wks since a woman last
ovulated. Under the Lanham Act, the Court ndetermine whether SPD’s advertising conveys
the false message that the product provides an estohateeks that is consistent with a doctor’s
estimate of weeks pregnant. Based on its firglofgfact and conclusions of law, the Court
concludes that it does and that B&s entitled to injunctive relfe The Court also concludes,
however, that C&D failed to present sufficievidence to establish its claim for breach of

contract.

13 SPD's intentional deception extended to other aspedts advertising not directly relevant here, such as
touting the fact to U.S. retailers that 15% of European purchasers of the product hae psedLitt to track their
pregnancy despite the FDA'’s explicit restrictions on making such statements. PTX 117; 1 108R::2.
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A. False Advertising under the Lanham Act*

Stated succinctly, the elements of a Lanharmodaim require a plaintiff to demonstrate
that the defendant’s advertising messagg) is false, either litally or impliedly, (2) is
material, and (3) causes or is liketycause injury to plaintiff Merck Eprova AG v. Gnosis
S.p.A, 760 F.3d 247, 255 (2d Cir. 2014Merck Eprova IP').1® Due to the complexity of the
doctrine, the Court briefly elaborates the legfahdard necessary to satisfy each of these
elements.

Starting with the first element, falsity mag premised on one of two theories: (a) the
advertising is “literally false aa factual matter,” or (b) it is inhidly (i.e., misleadingly) false,
which means that, “although the advsement is literally true, it iBkely to deceive or confuse
consumers.”ld. (quotingS.C. Johnson & Son, Inc. v. Clorox €241 F.3d 232, 238 (2d Cir.
2001)). To establish literal fatg, a plaintiff must show thdf) the advertisement makes an
express statement of falsity (i.#.is “false on its face”) or (iijhe advertisement is “false by
necessary implication,” meaningethdvertisement’s “words or ages, considered in context,
necessarily and unambiguously imply a false messafiemé Warner Cable, Inc. v. DIRECTYV,
Inc., 497 F.3d 144, 148, 158 (2d Cir. 2007). If “an adserg [message] istkrally false, the
court may enjoin the use of the [message] witlet@rence to the aditesement’s impact on the
buying public.” Merck Eprova I} 760 F.3d at 256 (quotingffany (NJ) Inc. v. eBay, Inc600
F.3d 93, 112 (2d Cir. 2010)). But if an advenismessage is impliedly false, a plaintiff
generally must show evidence of consumer caafysinless there isvidence that the defendant

intended to deceive the public through “deliberadnduct” of an “egregious nature,” in which

14 C&D also brought a claim for false advertising under Section 349 of New York’s Gensiaé8siLaw,
which the parties agree imposes the same liability standard as the LanhaBedakt. No. 308 at 6; Dkt. No. 291
at 72 n.15; Dkt. No. 368 at 15 n.4; Dkt. No. 371 at 6.

15 In many Lanham Act cases, the parties and courts often refer to the messages or statements in the
challenged advertising as “claims,” i.e., claims about what the product does. But using “claimddeedising
statement or message is unnecessarily confusing in lighe¢ dé¢gal usage of “claim,” which generally means “[t]he
aggregate of operativadts giving rise to a right enforceable by a court” or “[tlhe assertion of an existing right; a
right to payment or to an equitable remedy, even if contingent or provisiddlalck’s Law Dictionary281-82 (9th
ed. 2009). To avoid confusion, the Court usesterm “message” in lieu of “claim.”

18 The statute also requires proof that the allegede fadvertising was placed in interstate commerce, 15
U.S.C. § 1125(a), which, as a praatimatter, is rarely contested.
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case “a presumption arises that ‘consumers are, in fact, being deceigedqtiotingJohnson
& Johnson * Merck Consumer Pharmaceuticals Co. v. Smithkline Beecham @&fig-.2d 294,
298-99 (2d Cir. 1992)).

Furthermore, only unambiguous messages can be literally false Warner497 F.3d
at 158. Thus, as a practical matter, the towst first determine whether the challenged
advertising conveys an unambiguous messaigeegr by express statement or necessary
implication; if so, the Court must determine whetti@t message is literally false. But if the
advertising does not convey an unambiguoussage, the Court generally must look to
consumer surveys to determine what message is conveyed to consumers and then determine
whether the message conveyed is falge.

Turning to the second Lanham Act elememateriality, the Second Circuit requires a
plaintiff to show that “the defedants misrepresented an inhemgumlity or characteristic of the
product.” Merck Eprova I} 760 F.3d at 255 (citin§.C. Johnsgr241 F.3d at 238).

Finally, for liability as opposed to dages, the third element—injury—turns on
“whether it is likely that [defendant’s] advertigitnas caused or will cause a loss of [plaintiff's]
sales, not whether [plaintiff] has come forwarith specific evidence that [defendant’s] ads
actually resulted in some definite loss of salekohnson & Johnson v. Carter-Wallace, 831
F.2d 186, 190 (2d Cir. 1980) (citilrRprkway Baking Co. v. Freihofer Baking C855 F.2d 641,
649 (3d Cir. 1958)Ames Publ’'g Co. v. Walker-Davis Publ'ns, Inig72 F. Supp. 1, 13 (E.D. Pa.
1974); 2 J.T. McCarthylrademarks and Unfair Competitidh27:5 at 249-50 (1973)).

1. Launch Package

Beginning with the Launch Package, the Ga@oncludes that theackage’s advertising
message is unambiguous and literally falsed Aven if the message were ambiguous, C&D is
entitled to a presumption of consumer cordgasn light of SPD’s intentional deception and,

furthermore, it has shown evidence of consumer confusion.
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a) Literal Falsity

As noted, a piece of advertising need not makexpress statement of falsity to be
literally false under the Lanham Act; rather, “[i]f the words or images, considered in context,
necessarily imply a false message, the advertiseméterally false and no extrinsic evidence
of consumer confusion is requiredTime Warner497 F.3d at 158 (citinjovartis Consumer
Health, Inc. v. Johnson & Johnson-Merck Pharm.,, @680 F.3d 578, 586-87 (3d Cir. 2002)).
Although the Launch Package does not makexpress statement that the Weeks Estimator
provides an estimate of weeks pregnant thebmsistent with a doctor’s estimate of weeks
pregnant, the Launch Package’s words and imagesjdaered in context, necessarily imply this
unambiguous message, which is false.

First, the Court concludes thidile Launch Package, considéiin context, necessarily
implies an unambiguous message. Considegether, the name of the product (“Clearblue
AdvancedPregnancyTest withWeeksEstimator”) and the digital screen$’(eégnant// 1-2
Weeks' etc.), without any clariftation, necessarily imply that the product tells a woman whether
she is pregnant and, if she is pregnant, howymeeeks pregnant she is. Moreover, the Weeks
Estimator is a home pregnancy test—i.e., an tvereounter medical device—that is marketed
to women for use before thegesa doctor about their pregngnand women have historically
relied on their doctors for an estimate ofgirancy duration. Thus, the context of a home
pregnancy test that algoovides an estimate of “weeks,’etbverriding message to consumers is
that this is an estimate of weeks pregnantithabnsistent with a doctor’s estimate of weeks
pregnant.Cf. Avis Rent A Car Sys., Inc. v. Hertz Coif82 F.2d 381, 384-85 (2d Cir. 1986)
(Friendly, J.) (“[T]he evidence pointed unmistakatdyan interpretation that Hertz was speaking
of cars available for rental and not of total cars owned. Hertz and Avis have made their
reputation as companies thiaht cars, not companies that setlmerely own cars.”). A

caduceus in the lower right-hand corpéthe box augments this message.

17 The caduceus is a conventionalizethbyl of the medical professiorsee Webster's Third New Int’l
Dictionary 312 (1961) (defining caducsas “a conventionalized representatiba staff with two snakes curled
around it and with two wings at the top” and‘ase of the symbols of a physician”).
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Second, the Court concludes that this unaodnig message is false. Because doctors
use a standard convention for expressingmaacy duration based on weeks since a woman’s
LMP, while the Weeks Estimator providesestimate of weeks sie@mvulation, the message
that the product provides the same estimateesfks pregnant as a doctor is false.

SPD’s attorneys and witnesses devoted cenalie energy to evading, downplaying, or
refusing to acknowledge the existence ofdtadard convention for expressing pregnancy
duration. These efforts to avoid acknowledpthe existence and import of a standard
convention—one that even its own staff ddsedi as “universal”—do not suffice to render its
advertising truthful; indeed, otheourts have rejected similattempts to evade the import of
words bearing a conventional meaning in a given cont®gé Johnson & Johnson v. GAC Intl,
Inc., 862 F.2d 975, 982 (2d Cir. 1988) (“A word that has no meaning except that which is
assigned to it cannot be untrudut where, as here, a ‘coined’ word incorporates words that do
have preexisting meanings and connotationsseeeno reason to allow any greater leeway for
deceptiveness.”Werck Eprova AG v. Gnosis S.p.801 F. Supp. 2d 436, 453 (S.D.N.Y. 2012)
(*Merck Eprova’l) (“[W]hile the Court found Dr. Siegel to be credible, his testimony was
largely irrelevant to this a@n, as it spoke to a theoreticee of the contested terms that
bordered on the aspirational, not to how thtesms are actually used. . . . But, evesaime
terms are misused, he ultimately did not dispude tiese terms are consistently used in the way
Merck contends they should be.” (citations omitted)).

SPD also argues that the Launch Packagmot convey a message that is false by
necessary implication because of the IndicationtJge statement on the side of the package.
But the entire statement is 206 words long, s#pd into four paragraphs, and printed in
minuscule font. Stacey Feldman, C&D’s Vice Riest of Marketing for Women’s Health and
Personal Care, credibly testified that im bgperience very few consumers will read the
Indications for Use statement on the side pdfsddman DT | 20-21, and even Ryan Daly,
Clearblue’s Worldwide Marketing Dactor, testified that “the statement in its entirety on the
pack [is] fairly long,” hence why he opted to pider what he considered to be a shorter, “more
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consumer-friendly version” to the broadcastéirs 709:8-13. Moreover, as many courts have
found, “[a] footnote or didaimer that ‘purports to changeetlapparent meaning of the claims
and render them literally truthful, but which isisoonspicuously located or in such fine print
that readers tend to overlook it, will not reslgehe misleading nature of the claims.™
Smithkline Beecham Consumer Healthcar®, v. Johnson & Johnson-Merck Consumer
Pharm. Co0,906 F. Supp. 178, 182 (S.D.N.Y. 1995) (quotirg. Home Prods. Corp. v. Johnson
& Johnson 654 F. Supp. 568, 590 (S.D.N.Y. 1987)). &dadifferently, a lengthy disclaimer on
the side of a box that is unlikely to be et by consumers cannot remedy advertising “that
necessarily conveys a false message to the consuidevartis Consumer Health, In@290

F.3d at 598.

Similarly, SPD routinely pointed to the packagsert for the product as eliminating any
possibility of consumer confusion. The same disclaimer points discussed above apply to this
insert. Moreover, the Court finds SPD’s arganhunpersuasive for two additional reasons.
First, the product is wrapped tellophane plastic so the packageert is not available to the
consumer until the consumer has purchased thatupt and, therefore, the Lanham Act injury is
complete by the time the consumer reads the package i@denich & Dwight | 2014 U.S.

Dist. LEXIS 76752, at *40 n.6. Second, the Coureag with Ms. Feldman’s observation that
“many consumers will not review with care mo$the information contained in the Package
Insert,” which is “particularly likely because SPD’s extensive advertising campaign will have
already deceived many consumers who purchase the Weeks Estimator to believe that it will tell
them how long they have been pregnant, and tngatireadout of the results on the Product test
stick will not appear to such consumersequire interpretation.” Feldman DT { 16.

b) Implied Falsity

Alternatively, even if the.aunch Package’s advertising were ambiguous, the Court
concludes that the Launch Packagenpliedly false; that is, it iflikely to mislead or confuse
consumers.”"Time Warner497 F.3d at 153 (citinGoca-Cola v. Tropicana Prods., InG90
F.2d 312, 317 (2d Cir. 1982)). “[P]laintiffs afjerg an implied falsehood are claiming that a
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statement, whatever its literal truth, has &ftimpression on the tener [or viewer] that
conflicts with reality’—a claim that ‘invites @mparison of the impression, rather than the
statement, with the truth.”ld. (quotingSchering Corp. v. Pfizer Inc189 F.3d 218, 229 (2d Cir.
1999)).

As noted above, because the Court fin@ds 8PD intentionally set out to deceive
consumers and that this conduct was of an egusgiature, C&D is entitled to a presumption
“that consumers are, in fact, being deceiveldérck Eprova 1) 760 F.3d at 256 (quoting
Smithkline Beecham Cor@60 F.2d at 298-99). In such eas“the burden shifts to the
defendant to demonstrate the atzseof consumer confusionld. Having failed to come
forward with any evidence demonstrating an absence of consumer confusion, SPD has not
rebutted this presumption. Thus, C&D satisftedourden of demonstrating that the Launch
Package deceives consumers.

But even if C&D had not come forward with evidence of SPD’s intentional deception,
C&D has provided evidence of both actual cordasand likelihood of anfusion. First, C&D
introduced an April 2014 news report from the CBS affiliate in Los Angeles, California,
reporting that an expectant mother who had purchased the Launch Package believed the product
provided an estimate of weeks pregnant tha eamsistent with how her doctor would estimate
weeks pregnant. PTX 120. The woman beceomeerned, wondering if her “baby was not
developing correctly,” when her doctor told heattehe was further along in her pregnancy than
the estimate provided by the product. PTX ¥2&PD’s public relations agency brought the
news story to SPD’s attention, but it recomuihexh that SPD “make no proactive statement at
this time and let the story fade away.” PTX 226A at 2. In response, Procter & Gamble’s

Communications Manager for Personal Health Care suggested the following: “My thinking is

18 SPD did not object to this exhibit when it was admitted into evidence. Tr. 458:2-17. However, SPD
appeared surprised that the exhibit was already in evidemee it was discussed at a later stage of trial, Tr. 1092:1-
1093:2, suggesting it intended to object to the exhibiichvit never did. Even if the hearsay objection were not
waived, C&D did not offer the exhibit for the truth of the matter asserted, Tr. 1092:15-:1093:2, and the Court is not
relying on it for this purpose.
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that we make the confusion a story, and how weélping bring pregnancy testing into the 21st
century with better sciee, so good that it's helping doctoeframe ‘the way they’ve always
done it?” PTX 226A at 1. Despite this suggesst SPD did nothing todairess the confusion.
Tr. 1097:1-21.

C&D also pointed to approximately 340 compta made to SPD’s consumer “care line”
as examples of consumer confusion. PTX 65-67; Patrizio DT Bibwever, of these, only 30
were from consumers located in the United&tand only 17 reflect that the complaining
consumer mistakenly believéigat the product estimates pregncy duration the same way a
doctor would. Sammel DT § 11; Patrizio DT § 50, 67; PTX 65-67. Bedhegresent lawsuit
concerns only U.S. advertising, the 310 non-U.&maints have little bearing on this case. In
addition, the Court agrees with SPD that 30 camps represents a sthpercentage when
compared to the roughly 1,866,215 Weeks Estimatoidto U.S. consumers from August 2013
to June 2014. Cristobal DT § 7. At the saimmee, the Court does not g with SPD that the
small number of complaints demonstratesbsence of confusion because many deceived
consumers may not even know about the care limeayrnot be inclined to call it. In short,
although these few consumer complaints areezwad of actual confusiothey are of modest
weight?2°

Second, C&D presented evidence of likelihood@hfusion in the form of Hal Poret’'s
consumer surveys, which focused on the Weeks Estimator’s Launch and Revised Packaging.

For the Launch Package, Mr. Poret conclutthed 19.0% or 21.9% (depending on the base used)

19 SPD objected to the consumer complaints on ratevand hearsay grounds, dhe Court indicated that
it would admit the exhibits for what they may be permissibly considerecsrDkt. No. 335 at 143; Tr. 120:7-12.
It is unclear from SPD’s objections to C&D’s propos$iadings of fact whether it maintains this objectiddeePPF
1 77. In any event, the objectioroigerruled because the consumer compdaane not offered to prove that the
Week’s Estimator does or does not estimate pregnancy duration the same way a doctor wouéopffergdionly
to show the declarant's—i.e. gltonsumer’s—state of mindgee Fun-Damental Too v. Gemmy Indus. Cdrpl
F.3d 993, 1003-04 (2d Cir. 1997) (“The testimony iregfion was not offered to prove that Fun-Damental was
actually selling to some retailers at lower pricesvimg probative of the deckt's confusion.”).

20 C&D also pointed to comments made on satiatlia, such as Facebook, as examples of actual
consumer confusion. SPDutered that the comments are inadmissabld/or unreliable. Because of the other
available evidence of consumer confusion, the Cowdl met determine whether the social media comments are
admissible or, if admissible, how much weight they should be given.
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of participants answered both that the pracistimates the number of weeks a woman is
pregnant and that the produat'stimate of weeks is the saa®a doctor’'s estimate of weeks
pregnant. Poret DT § 106. Mr. Poret explained this is a conservagMigure, i.e., favorable

to SPD, because he “assumed that a respomgentleceived only if that respondent answered
boththat the Product estimates the number of weelwoman is pregnant and that the Product’s
estimate of weeks is the same as a doctoPafet RT { 61. Even this conservative figure
reveals that a substantial nuenlof participants understoodethaunch Package to communicate
the message that the Weeks Estimator providest@mate of weeks pregnant that is consistent
with the estimate a doctor would providgee Merck Eprova AG v. Brookstone Pharm., LLC
920 F. Supp. 2d 404, 419-20 (S.D.N.Y. 2013) (finding 14 % “substantial percentage”). As
noted above, this message is false.

Using a scattershot approach, SPD cagd Mr. Poret’s survey on myriad grounds—
from the survey population he used to the glesif his questions to the way he coded his
answers. “The evidentiary value of a surdeypends on its underlying objectivity as determined
through many factors, such as ‘whether [the syfis properly “filtered” to screen out those
who got no message from the advertisement, whétkeejuestions are directed to the real issues,
and whether the questions are leading or suggestiiatartis Consumer Health, In@290
F.3d at 591 (quotin§mithKline Beecham Cor®60 F.2d at 300). Bearing this standard in
mind, and upon a careful review of Mr. Posaestimony, consideration of how he fared on
cross-examination, and based as well on thertesy of SPD’s survey expert, Sarah Butler, the
Court concludes that Mr. Poret’s survey is rdkadind that SPD’s criticisms are meritless.

In sum, the Court concludes that C&D hasbkbshed Lanham Act liability with respect
to the Launch Package on multiple groundstli#)Court concludes that the Launch Package
necessarily implies an unambiguous message tlfealses (2) in light of SPD’s intentional
deception, C&D is entitled to a presumption, which SPD did not rebut, that the Launch Package
in fact deceives consumers; and (3) the LauPatkage is misleadingly false in light of the
evidence of (a) actual confusionda(b) likelihood of confusion.
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2. Revised Package

As noted above, the only differences betw#enRevised and Launch Package are the
insertion of “Only Test That Estimates Weeékace Ovulation*,” the removal of “weeks” from
the digital screens, aride insertion of “Weeks Along” just lmv the digital screens. PTX 4 at
2. Both parties pointed to competing evideremgarding the degree to which consumers do or do
not understand the meaning of “ovulation” arsdrélationship to how a doctor dates pregnancy,
and thus the degree to which augli'since ovulation” to the frordf the box would clarify that
the Weeks Estimator provides an estimate dioass not align with doctor’s estimate. The
Court need not resolve this dispute—and thius Court need not determine whether adding
“since ovulation” alters the package’s unaguous message—because it concludes that,
regardless, the Revised Pagk is impliedly false.

As a preliminary matter, it is unclear fraire case law whether C&D is entitled to the
presumption of consumer confusion as to abBD’s advertising based on SPD’s intentional
deception that is directly tied to only specgiieces of advertising. On the one hand, an
advertiser who has learned the error of its ways has modified its advertising accordingly
should not be forever held to account for pm@tances of bad conduct. On the other hand,
evidence of prior intentional dedggm may be probative of whether subsequent corrections were
sincerely implemented. The Court notes,deample, that even though SPD added the phrase
“since ovulation” to the Revised Package, fftisase is not displayed prominently, which is
consistent with SPD’s internal emails stating that it did not want to use the word “ovulation” in
relation to the Weeks Estimatbecause “US women do noteaa clear enough understanding
of ovulation.” PTX 59see alsd®TX 62 (SPD’s marketing team “doesn’t want to talk
‘ovulation’ other than when wieave to, like on a graph, because people do not connect that to
when they got pregnant.”).

Regardless of whether C&D is entitled te foresumption of consumer confusion based
on SPD’s intentional deception, C&D presenteillence that this Court found persuasive of

likelihood of consumer confusion based on Mr. Psrsurveys. For the Revised Package, Mr.
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Poret concluded that 16.0% or 17.3% (dependintherbase used) of participants answered both
that the product estimates thember of weeks a woman is greint and that the product’'s
estimate of weeks is the same as a doctor’s astiof weeks pregnant. Poret DT § 106. Thus,
Mr. Poret’s survey reveals that a substdmiianber of participantanderstood the Revised
Package to communicate the message that tlek§\lestimator provides an estimate of weeks

pregnant that is consistenttiva doctor’s estimate. As noted, this message is false.
3. Television Commercial

Turning to the Television Commercial, aglwihe Launch Package, the Court concludes
that the commercial’s advertising message is umgnous and is literally false. And even if the
message were ambiguous, C&D is entitled to aypngsion of consumer confusion in light of
SPD’s intentional deception and, furthermore, it has shown evidence of consumer confusion.

a) Literal Falsity

The Court has little difficulty concludingdhthe Television Comercial necessarily
implies an unambiguous message that is fafdthough the Television Commercial does not
make an express statement that the Weeks Estipiataides an estimate afeeks pregnant that
is consistent with a doctor’s estimate, the Céinds that this is the clear takeaway from the
commercial. As with the Launch Package, gheximity of the words “weeks” and “pregnant”
in the digital screens and the repeated messag¢hi product is a home pregnancy test that also
provides an estimate of “weeks” (“The new Clearlpuesgnancytest also estimates how many
week¥) suggest in the overall context of the commercial that the product provides an estimate of
weeks pregnant that is consistent with atdios estimate of weeks pregnant. The dialogue
between the two women only further augmenits timambiguous message when the first woman
states that she knows shavi® weeks pregnant despite not having gone to the doctor yet
because she used the Weeks Estimator. Thisagxje communicates to the viewer that the
woman received the same estimate of wee&grmant from the product that she would have

received had she gone to thector—which is false.
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SPD argues that the “super,” or disclaimethatbottom of the screen combined with the
phrase “Estimated Weeks Sinceulation,” which appears for twgeconds at the bottom of the
screen showing the arc of digital screens, rmake commercial litetly truthful or, at a
minimum, ambiguous. However, SPD intentibnamitted language from the super clarifying
that the estimate of pregnandyration from a doctor is diffen¢ from the Weeks Estimator’'s
result. Moreover, the super at the bottom of theestis in small, whitish font that blends in to
the white background such that even the Coulgddo notice it upon first viewing. (Animage
of the screen shot containing this disclaimgrasted below as Figure 4.) The phrase “Estimated
Weeks Since Ovulation” at the bottom of the thahich appears for two seconds, is similarly
inconspicuous. As noted above, such incongpisulisclaimers are insufficient to offset the

overriding message of the advertisement.

cléarblue

*Word “weeks" on displayis forillustrationionly. For-home use only,
Always consult & doctor if you suspect.you are pregnant and to confirm, date and/monitor,
pregnancy. Not-for multiple pregnancies. Estimatesiweeks since ovulation upto 3+ weeks.
Do notuse to monitor pregnancy progress or duration.

Figure 4

b) Implied Falsity
Even if not false by necessary implicatj the Television Commercial is misleadingly
false. As with the Launch Package, C&D isitbed to a presumption of consumer confusion in

light of SPD’s intentional decépn, exemplified by Mr. Daly’s and Ms. Suarez’s emails and

38



testimony regarding the Televisi@ommercial. SPD failed to come forward with any evidence
that consumers are not misled by the TeleviSlommercial, thus the Court presumes that the
commercial deceived consumers.

C&D also presented evidence of likelihoodcohsumer confusion based on Dr. Bruce
Isaacson’s consumer surveys, but the Court neecklyobn this evidence in light of the Court’s
finding that the Television Comnaal is literally false and &t SPD engaged in intentional

deception regarding the Teglsion Commercial.
4, Other Advertising

Finally, the Court concludes that much of tither advertising C&D cited is just as
literally false as the Launch Package. The webpage prominently asserts that the product “is the
FIRST and ONLY pregnancy testtthnot only tells you if you angregnant but also estimates
the number of weeks.” PTX 17. The paragraplihe initial webpage oeludes by noting that
“78% of women surveyed said they believis itmportant to know how far along they are.”
PTX 17. Without any other qualifitan, and given the context, the necessary implication is that
this product provides an estimatevadéeks pregnant that is consistent with a doctor’s estimate.
Similarly, courts have recognizédat false advertising madetime context of presentations to
retailers falls within the Lanham Act’s ambibee, e.g., Symantec Corp. v. CD Micro,,INo.
02-406-Kl, 2003 U.S. Dist. LEXIS 25608, at *8 (Dr. Feb. 3, 2003) (“The important point is
that the misrepresentations must be made to an entity who purchases plaintiff's product, not
whether that entity is the ultimate consumerAnd the presentations made to retailers as well
as internet advertising (e.g., web banners), egtaifculars, retailewebsites, and in-store
advertising (e.g., side-wing displg shelf trays) convey the megsahat the product estimates
“weeks pregnant,” which, in context, conveys thessage that the estimate is the same as a
doctor’s estimate of weeks pregnaBee, e.gRPTX 19 (Walgreens advertisement stating: “How
Far Along Am 1?” “Clearblue® Advanced Pregry Test with Weeks Estimator tells you in

words if you are pregnant, and estimates howynveeeks by measuring the pregnancy hormone
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level.”); PTX 18 (point-of-sale dplays stating “First pregnaytest to estimate weeks” and
“How far along are you?”).

To the extent this othedsertising is ambiguous, C&D entitled to a presumption of
consumer confusion in light of SPD’s intearial deception as reflected in, among other things,

Ms. Suarez’s emails discussed abbéve.
5. Materiality

The Second Circuit consistently applies a mali¢y standard thatequires showing only
“that the defendants misrepresedtan inherent quality or claateristic of the product.”Merck
Eprova I, 760 F.3d at 255 (quotirg.C. Johnsar41 F.3d at 238%ee also Time Warnef97
F.3d at 153 n.3 (“Under either theory [of falsitifje plaintiff must alsalemonstrate that the
false or misleading representation involved an inherent or material quality of the product.”
(citing S.C. Johnson & Son, In@41 F.3d at 238{BA v. Motorola, InG.105 F.3d 841, 855 (2d
Cir. 1997));Fur Info. & Fashion Council, Inc. v. E.F. Timme & Son, Jri&01 F.2d 1048, 1051
(2d Cir. 1974) (stating Lanham Act Sectid®(a) “was intended to apply only to
misrepresentations relating to the inhergundlities of defend#’s own goods”).

The Weeks Estimator’s ability to estimateeks is, as the product’s name conveys, an
inherent quality or characteristic of the producitésthe key feature that differentiates it from
the many other home pregnancy tests on the markdeed, much of SPD’s marketing for the
Weeks Estimator touted the message that it istihepregnancy test with this featur8ee, e.g.,
PTX 17 (SPD’s webpage stating “Clearblue® Adead Pregnancy Test with Weeks Estimator
is the FIRST and ONLY pregnancy test that oiolty tells you if you a& pregnant but also
estimates the number of weekssge alsdlr. 1061:11-16; PTX 110 at 5, 7 (discussing
consumer reaction to Televisi@ommercial, noting: “The new weeks estimator feature piques

her interest in the product and makes her watyt9). Such marketing strongly suggests that

SPD itself believed that the weeks estimating feaivais an inherent quality characteristic of

21 C&Ds post-trial briefing did not contaimg specific arguments regting the Internet-Only
Commercial, nor did it offer any evidence during tahtonsumer confusion regarding the Internet-Only
Commercial.
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the product.Cashmere & Camel Hair Mfrs. Inst. v. Saks Fifth A284 F.3d 302, 312 (1st Cir.
2002) (“It seems reasonable to infer from defenslaaggressive marketing strategy highlighting
the ‘cashmere’ nature of the blazers that défmts themselves believed cashmere to be an
inherent and important characteristic of thezers.”). For these geral reasons, the Court
concludes that the weeks estting function, which SPD misrepreged, is an inherent quality

or characteristic of the product.
6. Injury
A Lanham Act plaintiff must also shoimjury, but, for liability purposes,

[tlhe statute demands only proof providiageasonable basis for the belief that
the plaintiff is likely to be damaged agesult of the false advertising. The
correct standard is whether it is likehattjdefendant’s] advésing has caused or
will cause a loss of [plaintiff's] saleapt whether [plaintiff] has come forward
with specific evidence that [defendant’s] ads actually resulted in some definite
loss of sales.

Carter-Wallace 631 F.2d at 19Gsee also Vidal Sassoon, Inc.Bristol-Myers Cq.661 F.2d
272, 278 (2d Cir. 1981) (“Although Sassoon offerecwmiolence of actuaales loss directly
traceable to the alleged misrepeatations, proof of diversion of sales is not required for an
injunction to issue pursuant to48(a).”). And, “[t]o prove a likEhood of injury[, plaintiff] must
also show a logical causal cowtien between the alleged faladvertising and its own sales
position.” 1d. at 190;see also Vidal Sassoo®61 F.2d at 278rookstone Pharm., LL(®20 F.
Supp. 2d at 429; & J. G. Stickley, Inc. v. CosséMo. 5:02-CV-1542, 2008 U.S. Dist. LEXIS
7463, at *10 (N.D.N.Y. Jan. 31, 20089klebrands Corp. v. Media Grplo. 97 Civ. 6768 (RPP),
1997 U.S. Dist. LEXIS 20474, at *9 (S.D.N.Y. Dec. 24, 1997).

As an initial matter, “[ijn cases where, agdvahe district court lsafound literal falsity,
[the Second Circuit has] neveiqrered a finding of extrinsic eviden of injury to consumers or
to the plaintiff.” Merck Eprova 1) 760 F.3d at 259. Because teurt finds that the Launch
Package, Television Commercial, and comparather advertising are false by necessary

implication (i.e., literally false), C&D neeabt provide extrinsic adence of injury.
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But even if that were not the case, B&rovided evidence shomg a logical causal
connection between SPD’s faladvertising and its own salpssition. From 2001 to 2011 First
Response’s market share (excluding sales at\Méat} increased from 12.0 “dollar share points”
(market share in terms of dollar sales) to ZfbBar share points in 2011. PTX 29; Feldman DT
19 62 n.11, 70. (Each dollar share point is equapproximately $2.6 miltin in retail sales for
C&D on an annual basis. Feldman DT § 68.) Anthe year and a half preceding the launch of
the Weeks Estimator, First Response’s marketesaaross all outlets conued to grow from
28.8 dollar share points at the beginning of 2@122.4 dollar share points in August 2013.

PTX 28; Feldman DT 1 64-80. Clearblue’s masfedre, in contrast, went from approximately
16 dollar share points at thedaening of 2012 to 12.5 dollar skeapoints in August 2013. PTX
28; Feldman DT 91 64-80

SPD then launched the Weeks Estimatokugust 2013 with aextensive marketing
campaign, budgeting over $30 million for advertising, which it boasted was the “highest
marketing investment ever seen in the categoBPF I 53. SPD describdwe goal of this large
investment as follows: “enabl[€]learblue to attain a dominantask of voice leadership of 60%
v. First Response 30% and ept (10%),” PTX 10D, atith the aim of becoming “the Pregnancy
Test_market leader behind this innovative laun@ghe are currently the #2 brand behind First
Response***),” PTX 100 at 3-4.

Although Clearblue did not replace First Resse as the number one home pregnancy
test brand in terms of dollar share points, it gdimarket share while First Response lost market
share. Within three months of the product’s EHurthe Weeks Estimator went from 0 to 9 dollar
share points, and the Clearblue brand as a whaotedy@.7 dollar share points reach a total of
20.2 dollar share points. PTX 28e alsd-eldman DT { 62. First Rponse’s market share, in
contrast, declined 2.4 dollar share points dutirege three months andntimued to decline to

29.7 dollar share points by January 18, 2014. PTXI®?8Tulin Erdem credily testified that

[t]his sharp change in the market cannoatigbuted to any feature of the Product
besides the “weeks estimator” feature. ti-itse core of SPD’s advertising for the
Product was the promotion of the “weeksiraator” feature. Second, the other
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function of the Product — the detectiohpregnancy — was unchanged from the
Clearblue digital pregnancy tests thatl long been on the market before the
launch of the Weeks Estimator.

Erdem DT { 62.

SPD’s internal marketing documents simpaattributed Clearblue’s market gain and
First Response’s market loss to its neditkg campaign for the Weeks Estimat&ee, e.g PPF
192; PTX 107, 102, 108, 109; Erdem DT 11 57-61. eikample, a member of SPD’s marketing
team sent an email in September 2013 notiGgeat News — SPD and Clearblue set all-time
share records in September behihe holistic marketing plandach and is on track to deliver
the year!” Erdem DT { 58; PTX 107 at 1nd\ as noted, the key message of this holistic
marketing plan was that the “Clearblue AdvanBagital Pregnancy Test with Weeks Estimator
gives women the reassurance of knowing mucherbtheir pregnancigecause it is the only
test that can also tell you hder along you are.” PTX 209 at See alsd®TX 100 at 4-5
(“Advantage versus First Response and E.P.P.:afslihe only pregnancy test to also estimate
the # of weeks’ pregnant”; “Strategies: Drivade-up by filling the unmeteed to know # of
weeks’ pregnant”). Indeed, boparties conducted market easch showing that consumers
were attracted to the idea of a pregnatesy that could estimate weeks pregnse¢Feldman
DT 11 58-59; PTX 25, 26, 112, 113, and that SPTElevision Commercial “was highly
persuasive, and effective in motivating consuni@rsurchase the Product. In particular, ‘[t]he
relevancy of the information regarding the weeks estimator accuracy’ was found to be ‘driving
the desire for the target audience to purchlaseroduct.” Feldma DT § 61 (quoting PTX 27
at 8, 70);see alsd”TX 26.

Despite this evidence, SPD argues thaDC&iled to establish a logical causal
connection between the Weeks Egttor’s false advertising and ©8s sales position because it
did not conduct the type of forous” analysis—particularly regssen analysis to control for a
host of independent variableshat SPD believes is necessaSPD’s argument is more
appropriate in the damages phase of this aadéhas little bearing on merits liability for

injunctive purposes because C&D need only shdWwgical causal corettion” and need not
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“come forward with specific evidence that [defiant’s] ads actually resulted in some definite
loss of sales."Carter-Wallace 631 F.2d at 19Gee also EFCO Corp. v. Symons Cp#i.9

F.3d 734, 740 n.5 (8th Cir. 2000) (“Symons attacks Hancock’'s damage analysis for failing to
account for all possible market forces. Thisi@em is more appropriate to a discussion of
damages than causation, for it addresses what armbBERCO'’s loss is attributable to Symons’
conduct, rather than whether Symons|[] caukedoss in the first instance.”). Qarter-

Wallace for example, it was irrelevant for purposediatbility and injunctive relief “[tjhat much
of the decline in Johnson’s Bwy Oil sales may be due to competition from lower priced baby
oils” or “that the total pamiary harm to Johnson mighe relatively slight.”ld. at 191. In any
event, Dr. Erdem refuted most, if not all, of S®Bxperts’ hypothesizeeixplanations for First
Response’s market declifé.

The Court finds SPD’s other criticisms of.[Erdem’s analysis equally unavailing. For
example, Dr. Cox, one of SPD’s expert wgses, contends that “First Response did not
experience aignificantchange in share of units sold at tiree of the alleged false advertising.”
Cox DT ¢ 13 (emphasis added). But C&D neeq ahlow that it has been or is likely to be
harmed, not that this harm is significant.almy event, at $2.6 milliom annual sales per dollar
share point, even the loss of juste dollar share poiig significant in terra of revenue. And it
is particularly significant in terms of relativearket share given that C&D and SPD generally
have only 20-30 share points each hitterly compete with each other feveryshare point they
have. Moreover, it is likely that C&D’s couwarivailing actions, such as offering rebates and

other promotions, mitigated the decline in itsrked share. Feldman DT § 79; Tr. 583:8-584:4.

22 For example, Dr. Cox argued that “Ms. Feldmatifted that the Weeks Estimator had a price advantage
over C&D’s First Response products,” Cox DT 1 26 (citinglfian Dep. Tr. 268), and,dtefore, “it is important
to determine what portion of C&D’s alleged decline witistautable to relative price and promotional pricing by
SPD (digital and analog products) and other competitors¢"[oY 27. But, as Dr. Hem testified, “Clearblue
home pregnancy test kits have been priced lower than First Response pregnancy testsstosatierphyears when
comparing digital to digital and analog to analog, and the Weeks Estimator is in fact more expensive than
Clearblue’s other home pregnancy test kits.” Erdem RT 7 56. Moreover, after the launch of the VileaksrEst
“First Response’s relative price arguably continued to grow, but at a much slower ratd#thheétween March
2013 and July 2013.” Erdem RT { 57.
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Dr. Cox also posited that because it was an exgitew product that was extensively advertised,
the Weeks Estimator arguably grew the home pregyhgest market as a whole, suggesting that
C&D should not complain about any decline in nedréhare as its sales were larger than they
would have been without the Weeks Estimatox DT  28. This argument is unconvincing:
Even if the whole pie grew becsriof the new product, but C&D&hare of that pie grew at a
smaller rate than it would have in the abserfc8PD’s false advertising, C&D would still have
lost sales on account of the false advertising.

In short, the Court concludes that C&Daddished a logical caal connection between
SPD’s false advertising and its market harm thatféicient to establish SPD’s liability for false

advertising under the Lanham Act, and it finds SP&guments to the caaty unavailing.
7. False Advertising Conclusion

In sum, C&D has successfully shown that SP&arvertising message is false, either
literally or impliedly, is materialand causes or is likely to cause injury to C&D. The trial also
reinforced the Court’s prior observation ttta Lanham Act and the FDCA complement each
other, allowing the expertise, perspective, arsdweces of market competitors to augment those
of the FDA. Church & Dwight 11, 2015 U.S. Dist. LEXIS 67187, 816-29. As the discussion
of SPD’s intentional deception reveals, SEdhsidered the FDA's limited resources when
weighing the risk of airing a deceptive televismmmmercial—a fact the Supreme Court cited as
a basis for rejecting FDCA preclos and preemption argumentsROM Wonderful134 S. Ct.
at 2239, andyeth v. Levingsb55 U.S. 555, 578-79 (2009). Moreovine trial confirmed that
“competitors who manufacture or distribut®gucts have detailed knowledge regarding how
consumers rely upon certain sales and margetirategies. Theawareness of unfair
competition practices may be far more immediate and accurate than that of agency rulemakers
and regulators."POM Wonderful134 S. Ct. at 2238. The FDA had to make its decisions
regarding the Weeks Estimator’s labeling largelpdvance of the prodtis launch, without the
benefit of consumer surveys or other evideofcgossible consumepafusion. C&D’s Lanham

Act suit brought this additional evidence to ligimd revealed the ways in which the product’s
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packaging causes consumer confusion. Asipusily noted, “[a]llowingLanham Act suits takes
advantage of synergies among multiple methodsgilation. This is quite consistent with the
congressional design to enacbtdifferent statutes, each with its own mechanisms to enhance

the protection of competitors and consumets.”at 2239.
B. Injunctive Relief

C&D asks the Court to permanently enjoin SPD from advertising the Weeks Estimator as
providing an estimate of weeks thatconsistent with a doctor&stimate of weeks pregnant.
“Indeed, ‘[ijn most cases, afta full trial finding false adugising, a final injunction is
appropriate.” Fresh Del Monte Produce Inc. v. Del Monte Foods, @83 F. Supp. 2d 655, 660
(S.D.N.Y. 2013) (quoting 5 J.T. McCarthyicCarthy on Trademarks and Unfair Competition
§ 27:37 (4th ed. 2012)). Relatedly, C&D asks @ourt to require SPD to undertake corrective
advertising. To obtain a permanent injunction,arpiff must satisfy dour-factor test, which

requires demonstrating

(1) that it has suffered an irreparable mju2) that remedies available at law,
such as monetary damages, are inadeqoaatempensate that injury; (3) that,
considering the balance of hardshiygtween the plaintiff and defendant, a
remedy in equity is warranted; and (Aat the public interest would not be
disserved by a permanent injunction.

eBay Inc. v. MercExchange, L.L,647 U.S. 388, 391 (2006).eBause the “first and second
factors in theeBaytest often blend togethefresh Del Monte933 F. Supp. 2d at 664, the

Court addresses them together, but otieaddresses each factor separately.
1. Irreparable Injury and Inadequacy of Damages at Law

“To demonstrate irreparable harm in a Lamh&ct case, a party ‘must show two things:
(1) that the parties are competitors in the relewaartket, and (ii) that there is a logical causal
connection between the alleged false atisiag and its owrsales position."CJ Prods. LLC v.
Snuggly Plushez LLB09 F. Supp. 2d 127, 149 (E.D.N.Y. 2011) (quoHegeca Inc. v. Eli
Lilly & Co., No. 99 Civ. 1452 (JGK), 1999 U.S. DIEEXIS 10852, at *104-105 (S.D.N.Y. July
19, 1999))see also Coca-Cola C®90 F.2d at 316. “Harm might be irremediable, or

irreparable, for many reasons, including that a ieskfficult to replace or difficult to measure,
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or that it is a loss that one shdulot be expected to sufferSalinger v. Colting607 F.3d 68, 81
(2d Cir. 2010).

There is no dispute that the parties areaicompetitors in the market for home
pregnancy tests. PPF {1 1. And, as noted ihlP#&.6., C&D has estalidhed a logical causal
connection between SPD’s faladvertising and its own sal@osition. Moreover, SPD’s
argument that C&D must control for numerandependent variables to account for every
possible factor that may have affected its raaghare demonstrateee difficulty of fully
guantifying the loss of market shahat C&D suffered as a result ib$ direct competitor’s false
advertising.

Both parties also position themselves ambivators” in the market for home pregnancy
tests. Feldman DT  82. SPD falsely advestithe Weeks Estimator as offering an innovative
feature that is highly attractive to consumersiciwinas likely increased consumers’ perceptions
of Clearblue as being more inndiva than First Response. Erdem DT § 98. Indeed, Clearblue’s
internal marketing documents reveal that itedveed the Television Commercial, which the Court
concludes conveys a false message, producedla éffect” for the Gdarblue brand. PTX 111
at 1 (“I just received topline data which shgveat results for the TV copy! . . . ‘Week
estimator/can tell you how faralg you are’ is well recalled (67%hd identified as the main
idea of the copy (58%). It gerates high differentiation (88 with a halo effect on the
brand.”);see alsd®TX 256 (discussing Television Commaeilts halo effect); Tr. 758:10-759:13.
SPD staff explained that a “halo effect” is thenefit conferred on the parent brand from positive
advertising related to a product madeunder that brand. Tr. 758:18-75%8e alsd&Erdem RT
1 61 n.24. Thus, while innovation is a keytidiguisher between the First Response and
Clearblue brands, it is difficuit not impossible to quantify thharm to C&D caused by SPD’s
falsely advertising its product @®ssessing an innovative feature ihdid not in fact possess.

Moreover, falsely advertising a product witlargiven category may cause harm to that
category as a whole. Consumers who purchas@ieks Estimator and then learn that it does
not actually estimate weeks pregnant the wegaor does may lose confidence in home
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pregnancy tests as a whole and may questitovative features offered by other bran@=e,

e.g., N. Am. Olive Oil Ass’'n v. Kangadis Food J®62 F. Supp. 2d 514, 518-19 (S.D.N.Y.

2013) (“In addition, Kangadis’s labeling alleggdhduces consumers to purchase a product that
is not what it seems, and thus may cause consumérse faith in olive oil products in general.
These types of harms are quintesisdly irreparable, as ‘[i]t is vtually impossible to prove that
so much of one’s saledll be lost or that one’s goodwill will bdamaged as a direct result of a
competitor’'s advertisement.” (quotir@oca-Cola 690 F.2d at 316)xee alsdripledge Prods.,
Inc. v. Whitney Res., Ltd735 F. Supp. 1154, 1166 (E.D.N.Y. 1990). Therefore, the Court
concludes that it will be difficult to replace or aseire the harm to C&D’s loss of market share,

goodwill, and brand equity caused by SPD’s false advertising.
2. Balance of Hardships

As extensively discussed above, the Coartcludes that C&D has been and likely
continues to be injured by SPD'’s false advartjswhile SPD can claim norotected interest in
its false advertising because paste@nnot “assert an equitable net& in the perpetuation of an
advertising campaign that is literally falseReckitt v. Benckiser Inc. v. Motomco L.@60 F.
Supp. 2d 446, 456-57 (S.D.N.Y. 2011) (citibgneca1999 U.S. Dist. LEXIS 10852, at *118).
Moreover, when asked at trial if it would “blemaging to consumer confidence in the weeks
estimator or the Clearblue Imé@for SPD to disseminate adiising stating clearly that the
estimate that this product — that the estimatettieatveeks estimator provides is different from a
doctor’s estimate of weeks of pregnancy,” BRaly avoided providingn answer. Tr. 1123:16-
1125:4. SPD may, of course, contirtaeadvertise its product, biitmust do so in a way that is

truthful and not misleadingZeneca 1999 U.S. Dist. LEXIS 10852, at *119.
3. Public Interest

“Finally, the Court must ‘ensure that the pabhterest would not be disserved by the
issuance of a prelimary injunction.” Juicy Couture, Inc. v. Bella Int’l, Ltd930 F. Supp. 2d
489, 505 (S.D.N.Y. 2013) (quotirplinger 607 F.3d at 80). On this point, “[t}he Second

Circuit has long held that there is a ‘stranggrest in preventing public confusion.Itl. (quoting
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ProFitness Phys. Therapy Ctr. v. PFit-Ortho. and Sports Phys. Therapy B.814 F.3d 62, 68
(2d Cir. 2002)). The Court concludes that pdowy greater clarity in agrtising an over-the-

counter medical device would ndisserve the public interest.
4, Unclean Hands

SPD previously asserted an unclean handsdefto C&D’s request fanjunctive relief.
Dkt. No. 308 at 15-16. But SPD did not asse tiefense in its post-trial brief and instead
converted much of its uncle@ands defense into an argumgntattorney’s fees, which is
meritless in light of the Court’s liability findg. Dkt. No. 371 at 34-35. Thus, it appears that

SPD has abandoned its unclean hands defenseveutjf not abandoned, it is meritless.
5. Scope of Injunctive Relief

Based on the above analysis, @murt concludes that C&D is gthed to injunctive relief.
Broadly speaking, SPD is permanently enjoined from communicatirigerdterally or
impliedly—that the Weeks Estimator provides an estenof weeks pregnant that is the same as
a doctor’s estimate of weeks pregnant. In ligithe complexity surrounding such injunctive
relief, however, the Court hereby orders the pattieseet and confer to see if they can reach
agreement on the specific language of a permanent injunction drdesrdJohnson & Johnson
Vision Care, Inc. v. Ciba Vision Cor848 F. Supp. 2d 165, 185 (S.D.N.Y. 2004) (directing
parties to submit proposals foorrective advertising followingnding of false advertising
liability). To assist those discussiomise Court provides the following guidance.

First, as previously noted, injunctive relieffalse advertising casgenerally extends to
the messages conveyed in the false adverteadgs not limited tahe specific pieces of
advertising containing those messagésurch & Dwight 1} 2014 U.S. Dist. LEXIS 158551, at
*9-10 (citing Am. Home Products Corp. v. Johnson & John&atY F.2d 160, 164 (2d Cir.
1978);Santana Prods, v. Bobrick Washroom Equip.,,I849 F. Supp. 2d 463, 522-23 (E.D. Pa.
2003),rev’d on other grounds401 F.3d 123 (3d Cir. 2005pee als&.C. Johnsar241 F.3d at
241 (“Rule 65(d) does not require the district coarpredict exactly whafClorox] will think of

next’ or to describe all podde, permissible future commercials that Clorox may produce
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involving Ziploc Slide-Loc storage bags.” (quotiSterling Drug, Inc. v. Bayer A@4 F.3d 733,
748 (2d Cir. 1994))). Therefore, the Court’s deti@ation that C&D is entitled to injunctive
relief is not limited to the spda: pieces of advertising presedt® the Court, but extends as
well to other forms of advertisingdhcurrently exist or that SPD mdevelop in the future.

Second, because the Court concludeslibtt the Launch and Revised packaging
contain false advertising, SPD will be prohibiteom marketing or distributing either the
Launch or Revised packages in their current form and will be required to recall all Launch and
Revised packages currently on store shelNedebrands Corp. v. Wilton Indy€83 F. Supp.

471, 477 (S.D.N.Y. 1997) (ordeg recall of products coaihing false advertisingPlayskool,

Inc. v. Product Dev. Grp., Inc699 F. Supp. 1056, 1063 (E.D.N.Y. 1988) (same). The Court has
considered the burden and expense of such a reagfinds it appropriatan light of the nature

of the productPlayskoo] 699 F. Supp. at 1063, as well as tlegree of SPD’s intentional
deception.

Third, corrective advertising @ften awarded in false advisihg cases “to counteract the
false impression that may have been placed by the ad in consumer’s nhimdgype Co. v.
Varityper, Inc, No. 89 Civ. 4747 (MJL), 1989 U.S. DistEXIS 9105, at *8 (S.D.N.Y. Aug. 4,
1989);see also Merck Eprova v. Gnosis S.PMa. 07 Civ. 5898 (RJS), 2013 U.S. Dist. LEXIS
49798, at *6 (S.D.NY. Mar 7, 2013)“[C]ourts have long ordered defendants to engage in
corrective advertising campaigngléaving their infliction of Lanham Act injuries.”). In light of
the legal and factual findings above, the Caeulitconsider ordering SPD to engage in a
corrective advertising campaigm explain the difference beég&n the product’s estimate of
weeks since ovulation and a doctog'stimate of pregnancy duration based on weeks since LMP.
Merck Eprova | 901 F. Supp. 2d at 46Bterck Eprova 1) 760 F.3d at 264.

With these points in mind, the parties sisalbmit a proposed permanent injunction order
no later than three weeks from the date of this Opinion and Order. If the parties are unable to
reach an agreement, C&D shall submit a prop@ssthanent injunction order and the parties
shall submit letters no longer than three pagésrigth setting forth their respective positions
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regarding the wording of the peanent injunction order. EhCourt will not entertain a

rehashing of arguments previously made.
C. Breach of Contract

Finally, C&D also brought a claim for brefa of contract against SPD based on a
settlement agreement between the parties. “UNd® York law, a breach of contract claim
requires proof of (1) an agreement, (2) adeqpatéormance by the plaintiff, (3) breach by the
defendant, and (4) damages:ischer & Mandell LLP v. Citibank, N.A632 F.3d 793, 799 (2d
Cir. 2011) (citingFirst Inv. Corp. v. Liberty Mut. Ins. Co152 F.3d 162, 168 (2d Cir. 1998);
Harsco Corp. v. Segudl F.3d 337, 348 (2d Cir. 1996)). “[Fjas to an express contract are
bound by an implied duty of good faith, but breatihat duty is merely a breach of the
underlying contract.”Cruz v. Fxdirectdealer, LLC720 F.3d 115, 125 (2d Cir. 2013) (quoting
Harris v. Provident Life & Accident Ins. G810 F.3d 73, 80 (2d Cir. 2@P(internal quotation
marks omitted). And, moreover, “New York law . . . does not recognize a separate cause of
action for breach of the implied covenant of géaith and fair dealing when a breach of
contract claim, based upon the same facts, is also [pleaddd]guotingHarris, 310 F.3d at
81) (internal quotation marks omitted).

First, C&D argues that SPD breached Sec#affii) of the Settlement Agreement, which
requires SPD to negotiate in good faith withi@&r 30 days after C&D provides written notice
of a challenge to certain SPD advertising.XRBB at 7. Section 2.7(ii) also provides that
“[d]uring the 30-day negotiation period, the adiganig Party shall indicate whether it asserts
that the challenged Advertisir@@aim is subject to one or m®of the covenants-not-to-
challenge provided for” in the Settlement Agreement. PTX 33 at 7. C&D provided SPD with
written notice of its proposed challengn August 23, 2013, PTX 34, and SPD responded on
September 19, 2013, PTX 35. SPD’s letter asddrtat Section 2.5 of the Settlement
Agreement barred C&D’s challenge, but C&D conmmathat SPD did not specify which of the
two Section 2.5 covenants it invoked. C&D het argues that SPD did not engage in a

meaningful effort to negotiate the disputeidgrthe 30-day window. But SPD’s response letter
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was provided within the 30-day mdow, stated the seah of the settlemdragreement relied on,
and provided responses to a number of specificisnts listed in C&D’s letter. And aside from
this letter, C&D offers no other evidence of SPRigure to comply in good faith with Section
2.7. Thus, there is insufficient evidence to finthdre likely than not that SPD breached Section
2.7(ii) of the agreement.

Second, C&D argues that SPD invoked Sectidn @nd thus force@&D to engage in
arbitration before bringing suit, thiout a good-faith basis for doing €oSection 2.5 provides

that C&D

hereby grants SPD . . . a covenantimethallenge, wodwide: (1) any
Advertising Claim for [the Weeks Estimalan the ground that it is ineffective at
... (B) estimating the range of number of weekg,(1-2 weeks, 2-3 weeks or 3+
weeks) since ovulation for which it w&leared by the FDA or the range of
number of weeks since commencementreignancy for which it was cleared by
the FDA if the FDA actually clears thoduct for the intendkuse of estimating
the number of weeks from the commencement of pregnancy . . . provided that
FDA did not prohibit SPD from making thalaim and the claim clearly indicates
whether it relates to the accuracy of ffliegnancy test function or the accuracy of
the weeks estimator function.

PTX 33 at 6. But in its post-trial briefing, SRiPgues that it “viewed C&D as challenging the
Product’s effectiveness at ‘estimimg the range of maber of weeks . . . since ovulation,” and
that “SPD justifiably and in good faith relied upon [thrdgferentcovenant in an attempt to bar
C&D'’s claims.” Dkt. No. 371 at 32 n.18. The gm@vidence C&D provides to contradict SPD’s
explanation is the Settlement Agreem@&RD’s communications with the FDA, and
correspondence between SPD and C&D leading tipetanitial arbitratio. But C&D’s initial

letter to SPD did not specifyhy its challenge to the WeglEstimator’s advertising was
permitted under Section 2.5, and, moreover, C&IBtter references certain advertising
messages discussing ovulation, PTX 34. SinyJ&8PD’s response letter does not specify which

of the two Section 2.5 covenants it relied up®T.X 35. In fact, based on the correspondence

23 Much of the background and ultimate resolutibthe arbitration is summarized in the Court’s
Memorandum & Order dated October 28, 2014, which denied SPD’s niofiarine to limit the scope of the case
to the pieces of advertisingathed to C&D’s ComplaintChurch & Dwight I} 2014 U.S. Dist. LEXIS 158551.
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that C&D provides, it appeatbat the earliest poiratt which C&D specified which Section 2.5
covenant provided the basis for its challenges in October 17, 2013, which was after C&D had
commenced arbitration against SPD. PTX 40; PTX 38. Based on this correspondence, it could
be that these two parties were ships passitigamight, failing to understand which of the
Section 2.5 covenants was at isstreaddition, C&D had the avability to call witnesses to
augment or clarify this limited documentary restdout it failed to do soTherefore, the Court
concludes that there is not enough evidencentbifimore likely than not that SPD lacked a
good-faith basis for invoking Section 2.5 dndcing C&D to commace arbitration.

Third, C&D argues that SPD breached thelied covenant of good faith and fair
dealing by invoking the covenaniguring arbitration for certain alms. But this good faith and
fair dealing argument substantially overlapghwihe second breach of contract argument noted
above. Because C&D pleads a breach of contdlaim on the same facts, it cannot bring a
separate claim for breach of the implied duty of good faith and fair dealing.

Therefore, because there is an absenceidéege from which the Court could find that

SPD breached the parties’ Settlement Agreent@&%bD’s breach of contract claim fails.
IV.  CONCLUSION
For the reasons provided abottee Court concludes that (1) SPD engaged in false

advertising in violation of the Lanham Act;)(8PD engaged in intentional deception of an
egregious nature; (3) C&D is entitled to a permanent injunction; (4) SPD engaged in false
advertising in violation of Nework State law; and (5) C&D failed to prove that SPD breached
the parties’ prior settlement agreement.

In accordance with this Opinion and Ordeg farties shall submit a proposed permanent
injunction order no later than three weeks fromdéate of this Opinion and Order. If the parties
are unable to reach an agreement, C&D shall submit a proposed permanent injunction order and
the parties shall submit letters no longer thaedlpages in length settj forth their respective

positions regarding the wording of the permanent injunction order.
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In addition, no later than three weeks from the date of this Opinion and Order, the parties
shall also submit a proposal for how to proceed with the damages phase of this case.

This resolves Dkt. Nos. 254, 265, 267, 269, 271, 273.

SO ORDERED.

Dated: July Q , 2015
New York, New York

T

N ALISON J. NATHAN
United States District Judge
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