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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF CALIFORNIA
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DAVID JOHNS, an Individual and Civil N0.09¢cv1935 AJB (DHB)
MARC BORDMAN an Individual, on

Behalf of Themselves and All Others ORDER:

Slmllarly Situated and the General

[EY
o

11| Public F\% DENYING PLAINTIFES’
o TION TO EXCLUDE DR.
12 Plaintiffs, BLUMBERG'S EXPERT
V. TESTIMONY, (Doc. Nos. 141);
13
EB:AYER EORPS%QTIEQ an Indiana f\% ?E)NI\\I(!FI\&)GE[;(ECFL%I\IID[I)EAIID\II-{S
14| Corporation an
HEALTHCARE, LLC, a Delaware MILMAN’S EXPERT TESTIMONY,
15| Limited Liability Company, (Doc. No. 142);
16 Defendants. ﬁ GRANTING DEFENDANTS’
TION TO EXCLUDE DR.

|_\
\‘

MARONICK'S EXPERT
TESTIMONY, (Doc. No. 155);

f\ﬂ%)GRANTING DEFENDANTS’
TION FOR SUMMARY
JUDGMENT, (Doc. No. 172); AND

E)S% DENYING AS MOOT
FENDANTS' MOTION TO
EXCLUDE MR. ELMORE’S
EXPERT TESTIMONY, (Doc. No.
157), DEFENDANTS’ MOTION TO
STRIKE MR. ELMORE'’S
SUPPLEMENTAL REPORT, %)OC.
No. 161), PLAINTIFFS’ MOTION
TO EXCLUDE DR. DHAR'S
EXPERT TESTIMONY, (Doc. No.
162), AND PLAINTIFFS" MOTION
TO EXCLUDE DR. HUGHES'
E%(GF;ERT TESTIMONY, (Doc. No.
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Presently before the Court are Pldistimotions to exclude Defendants’ expert
testimony and opinions, (Doc. Nos. 141, ¥6662), Defendants’ motions to exclude
Plaintiffs’ expert testimony and opinign®oc. Nos. 142, 155 & 157), Defendants’
motion to strike the supplemental report of Plaintiffs’ expert, (Doc. No. 161), and
Defendants’ motion for summary judgmefidoc. No. 172). All matters were fully
briefed! On March 7, 2013, the Court heard oral argument on Defendants’ motion
exclude Mr. EImore’s expert opinions andttmony, Defendants’ motion to strike Mr.
Elmore’s supplemental report, andfBedants’ motion for summary judgméntlimothy
Gordon Blood and Thomas Joseph O’Readon Il appeared on behalf of Plaintiffs, a
Julie LeMaye Hussy, Shirli Fabbri Weiss, and Ryan T. Hansen appeared on behalf
Defendants. (Doc. No. 226.)

For the reasons set forth below, the Court DENIES Plaintiffs’ motion to exclu
the expert testimony and opinions of JeffB2yBlumberg (“Dr. Blumberg”), (Doc. No.
141); DENIES Defendants’ motion to exclutthe expert testimony and opinions of Ha|
A. Milman (“Dr. Milman”), (Doc. No. 142); GRANTS Defendants’ motion to exclude
the expert testimony and opinions of ThordaMaronick (“Dr. Maronick”), (Doc. No.
155); GRANTS Defendants’ motion for summary judgment, (Doc. No. 172); and
DENIES AS MOOT Plaintiffs’ motion to exclude the expert testimony and opinions
James W. Hughes (“Dr. Hughes”), (Doc..N®6), Defendants’ motion to exclude the
expert testimony and opinions of Ravi DIfddr. Dhar”), (Doc. No. 162), Defendants’

oy Pl 1_ tha%/er also made five evidentiary oljjeas to the admission of evidence offerg
ainti
reysults and findings made by third-party market research firms commissioned b
both before and during the Class Periodi;tk2 2005 FDA Decision Letter; (3) a letter
addressed to Bayer from the National Adissmg Division (“NAD”); (4) an email from
dzenka@pcf.org; and (52 a brief filed by BayeMoKinney v. BayerNo. 1:10-cv-00224
(N.D. Ohio). (Doc. No. 222 at 10.) Bayeniefly addressed these objections at oral
argument and provided the Court and opposmansel with copies of their objections
and the documents to which Bayer objectétle Court filed these documents to ensul
the record accurately reflected all materiaviewed by the Court. (Doc. No. 230.)
Therefore, to the extent the Court does explicitly rule on Bayer’s evidentiary
objections, such objections are overruled.

20n January 24, 2013, the Court took the remainingDiaebertmotions under

submission pursuant to Civil Local Rule.:d.1. (Doc. Nos. 141, 142, 155, 156 & 162}
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motion to exclude the expert testimony and opinions of David R. Elmore, Jr. (“Mr.
Elmore”), (Doc. No. 157), and Defendants’ motion to strike Mr. EImore’s suppleme
report, (Doc. No. 161). The Clerk of Courtinstructed to enter judgment and close tH
case.

BACKGROUND

ntal
e

This is a consumer class action brought by Plaintiffs David Johns (*Johns”) and

Marc Bordman (“Bordman”) on behalf of themslves and a class of similarly situated
California consumers (collectively, “Pldifis”). The Second Amended Class Action
Complaint (“Second Amended Complaintlleges that Defendants Bayer Corporatior
and Bayer Healthcare, LLC (collectivel\Bdyer” or “Defendants”) violated the Con-
sumer Legal Remedies Act (“CLRA"), Cal. Civ. Code § 1€58eq, and California’s
Unfair Competition Law (“UCL”"), Cal. Bus. & Prof. Code § 17260seq, by making
false and deceptive advertising claims regaygrostate health benefits in two of
Bayer’'s men’s One-A-Day (“OAD”) vitamin products—OAD Men’s Health Formula

(“OAD Men’s Health”) and OAD Men’s 50+ Advantage (“OAD Men’s 50+ Advantage”)

(collectively, “Vitamin Products” or “Ryducts”). (Doc. No. 22, SAC {1 74 & 83.)
Specifically, Plaintiffs contend that despite mounting scientific evidence that the ing
ents in the Vitamin Products do not suppodstate health and do not reduce the risk

prostate cancer, Bayer marketed the Procestsaving such benefits, thereby engaging

in deceptive marketing practicés capitalize on the growing awareness of prostate h
concerns among menld(at 11 43, 45, 48, 49 & 74.) As a result, Plaintiffs allege B:
gained an unfair advantage over othéamin manufacturers who did not engage in
similar deceptive advertising practices$d.)
L. The Challenged Prostate Statements

Plaintiffs challenge two representations made by Bayer: (1) representations t
Products support overall prostate health (“RatesHealth Claim”); and (2) representa-
tions that emerging research suggests saiemnay reduce the risk of prostate cancer
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(“Prostate Cancer Claim”) (celttively, “Prostate Claims™.(Id. at 11 2 & 12-19; Doc.
No. 172, Ackerman Decl., Exs. A-G, | & KBoth Prostate Claims were made with
respect to OAD Men’s Health, whereas otfilg Prostate Health Claim was made with
respect to OAD Men’s 50+ Advantage. (SAC 11 17-19; Doc. No. 172 at 3.)

A. Prostate Claims Made with Respect to OAD Men’s Health

Bayer first launched a men’s gender-specnultivitamin in 1994. (Doc. No. 172
Ackerman Decl. {1 2 & 3.) At this time, Bayer began to advertise and market the

multivitamin as specifically formulated for men, with representations relating to heart

health and metabolismld() In 2002, Bayer reformulated and re-branded the men’s
gender-specific multivitamin to include representations that the product supports ey
health, heart health, increasa®ergy, helps lower blood pressure, and supports prost
health. (Doc. No. 172, Ackerman Decl. { 5, Ex. A; Doc. No. 212, Blood Decl., Ex.
This new product was labeled OAD Men’s&lth, and was one of many sub-brands
within Bayer's OAD multivitamin line. I¢l.)

In or around November 2006, some of the packaging for OAD Men’s Health ;
included the following representation: “Complete Multivitamin Plus MoreT for Men -
Did you know that prostate cancer is thestfoequently diagnosed cancer in men and
that emerging research suggests Seleniugnre@uce the risk of prostate cancer? One
Day® Men’s Health Formula is a complete multivitamin plus key nutrients including
Selenium to support a healthy prostat€SAC § 16; Doc. No. 172, Ackerman Decl., E
F, G, | & K; Doc. No. 212, Blood Decl., Ex. 37This representation was located on tf
back of the product package, and was highlighted, bolded, and italiclded.Tke
images below depict examples of OAD Megiealth product packaging during the CIg
Period. (SAC 11 15, 17; Doc. No. 212, Blood Decl., Ex. 17.)

® These representations appeared erfribnt, back, and sides of the product
packaging and/or in television advertising. (SAC 99 2, 12-19.)
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In addition to the Prostate Claimséded on OAD Men’s Health product packad
ing, Bayer ran multiple television advertisersethat communicated the same or simil
messages. (SAC 11 17 & 18; Doc. No. 212, Blood Decl., Exs. 5, 9, 15 & 16.) For
example, one commercial, commonly referred$¢dhe “Mustang” commercial, made tf
following representations through both dialog and visual depictions:

Did you know one in three men will face prostate issues? One in three,

really? That's why One-A-Day Men'’s is a complete multivitamin . . . with

Lycopene, which’. . . Harvard stud&sggest may help prostate health.

(Doc. No. 212, Blood Decl., Ex. 15Another television commeia, commonly referred
to as the “Striking Out Prostate Cancertrouercial, also communicated the Prostate
Health Claim, which Plaintiffs allege waged by Bayer a “a fully integrated marketing
plan that aim[ed] at ‘Manning Up’ the brand and communicat[ing Bayer’s] prostate
health message.” (Doc. No. 212, Blood Decl., Ex. G, Nunziata Depo. at 17:12-24 ¢
45.) The Prostate Cancer Claim, whiaistfiappeared on OAD Men’s Health product
packaging in or around November 2006, neygreared in television advertisements, ¢

was only made on the product packaging.
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B. Prostate Claims Made with Respect to OAD Men’s 50+ Advantage

Bayer first launched OAD Men’s 50+ Adwtage in or around May 2007. (Doc.
No. 172, Ackerman Decl. § 12; Doc. No. 212, Blood Decl., Ex. 18.) OAD Men’s 50
Advantage included the Prostate Health @leas well as representations relating to
memory and concentration, heart hegitbalthy blood pressure, and eye healfh.)
The product packaging for OAD Men’s 50+ Advantage never included the Prostate
Cancer Claim, or any other representatelating to prostate cancer. (Doc. No. 172,
Ackerman Decl., Exs. H, J & L.) The imegbelow depict examples of OAD Men'’s 5(
Advantage product packaging during the Class Period. (SAC {1 15 & 17; Doc. No
Blood Decl., Ex. 17.)

C. Purchase of the Men’s Vitamin Products

Plaintiff Johns allegedly purchased OAD Men’s Health in July 2009 for the re
price of approximately $8.00 a bottle. (SAC 11 6 & 50; Doc. No. 73, Syverson Dec
52, Johns Depo. at 11.) Plaintiff Johns read the representations on the product pa

* Similar representations with resp&@tOAD Men’s 50+ Advantage were made
Bayer via television advertisements. (Doc. No. 22 1 19.)

6 09cv1935 AJB (DHB)

212

fail
., EX
ckagi

Dy




© 00 N oo O M~ W N PP

N NN NN N N NDND P B P B P P PP re
© N o 00 A W N P O © © N O o » W N B O

for OAD Men’s Health, and contends he ghased the product for various reasons,
including the Prostate Health Claim. (Doc. No. 73, Syverson Decl., Ex. 52, Johns |
at 22-25.) Plaintiff Bordman allegedburchased several bottles of OAD Men’s 50+

Depo

Advantage in 2008, each time paying the full retail price. (SAC 11 50 & 54; Doc. No. 73

Syverson Decl., Ex. 53, Bordman Depo.) didiéion to the representations made on th
Products’ packaging, both Plaintiffs allethey have seen and heard television comm
cials advertising and marketing the Pros@i@ms, and that they relied on such repre-
sentations when deciding to purchase Bnoducts. (SAC Y 51 & 55; Doc. No. 73,
Syverson Decl., Ex. 52, Johns Depo., Ex. 53, Bordman Depo.)
[I.  Procedural History

Plaintiffs originally brought this dion on September 3, 2009, alleging: (1)
violations of the UCL; and (2) unjust enrichmte (Doc. No. 1.) Plaintiffs filed a First
Amended Complaint (“FAC”) as a matterrght on October 16, 2009, thereby adding
cause of action under the CLRA. (Doc. MO.) On October 30, 2009, Bayer filed a
motion to dismiss and a motion to strike portions of the FAC. (Doc. Nos. 13 & 14.)
February 9, 2010, the Court granted in pad denied in part Bayer’'s motion to strike,
and granted Bayer’s motion to dismisg¢Doc. No. 21.) Specifically, the Court grantec
Bayer’s motion to strike paragraphs of the FAC that amounted to “borrowed allegat
from a prior FTC action involving Bayer, denied Bayer’s motion to strike paragraph
the FAC seeking disgorgement, and granted Bayer’s motion to disrit$. Plaintiffs
filed the operative Second Amended Complaint (“SAC”) on March 11, 2010. (Doc.
22.) Thereafter, on March 29, 2010, Bayer filed a motion to dismiss and a motion {

strike portions of the SAC. (Doc. Nos. &324.) On June 24, 2010, the Court granted |

part and denied in part Bayer's motionstake (striking § 42), and denied Bayer's

®* Judge Dana M. Sabraw was presidingrdlie case at that time. The instant
matter was not transferred to the undersigned until March 14, 2011. (Doc. No. 55.

e

On

ions’

5 of

No.
0

¢ Plaintiffs were not provided leave to and the unjust enrichment cause of action

as the Court held this was not a viable cause of action. (Doc. No. 21 at 8:11-16.)
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motion to dismiss. (Doc. No. 35.) Bayer filed an answer to the SAC on August 10,
and discovery commenced shortly thereafter. (Doc. No. 38.)

On August 17, 2011, Plaintiffs filed a motion to certify the class. (Doc. No. 7
On February 3, 2012, the Court granted the motion, certifying a class of all persons
purchased the Vitamin Products in theestait California from the date the Vitamin
Products were first sold in California with the Prostate Claims until May 31, 2010 (“
Period”). (Doc. No. 105 at 2:21-23.) Therefpthe relevant Class Period with respec

201

.)

5 Wh(

Clas:
t to

OAD Men’s Health is June 2002 to May 31, 2010 (“Men’s Health Class Period”), and the

relevant Class Period with respect to OMen’s 50+ Advantage is August 2007 to M4
31, 2010 (“Men’s 50+ Advantage Class Perijd(Doc. No. 172, Ackerman Decl. 1 4
5, 10, 11 & 16; Doc. No. 212, Blood Decl., Ex. 17.) Presently before the Court are

o4

the

parties respectivBaubertmotions, (Doc. Nos. 141, 142, 155, 156, 157 & 162), Baye|r's

motion to strike Mr. Elmore’s supplemental report, (Doc. No. 161), and Bayer’'s mo
for summary judgment, (Doc. No. 172).
LEGAL STANDARD
Summary judgment is proper where the pleadings and materials demonstratg

IS no genuine dispute as to any material fact and the movant is entitled to judgmen

matter of law.” Fed. R. Civ. P. 56(&gelotex Corp. v. Catretd77 U.S. 317, 322 (1986).

A genuine dispute as to a material fack iguestion a trier of fact must answer to
determine the rights of the parties unttee applicable substantive laBee Matsushita
Elec. Indus. Co., Ltd. v. Zenith Radio Coi75 U.S. 574, 586 (1986) (stating that a
material fact is one that is relevantaio element of a claim or defense and whose
existence might affect éhoutcome of the suit)Anderson v. Liberty Lobby, In&77
U.S. 242, 248 (1986). A dispute is genuinetfig evidence is sudhat a reasonable jur
could return a verdict for the nonmoving partyd. The court must review the record
a whole and draw all reasonable inferes in favor of the non-moving partiternandez
v. Spacelabs Med. In343 F.3d 1107, 1112 (9th Cir. 2003). However, unsupported
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conjecture or conclusory statements agaifficient to defeat summary judgmendl.;
Surrell v. Cal. Water Serv. G&18 F.3d 1097, 1103 (9th Cir. 2008).

The moving party has the initial burden of demonstrating that summary judgn
is proper. See Adickes v. S.H. Kress & 808 U.S. 144, 152 (1970). The burden the
shifts to the opposing party to provide admissible evidence beyond the pleadings ft
that summary judgment is not appropri@ee Celotexd77 U.S. at 322, 324. To avoid
summary judgment, the opposing party cannsit $elely on conclusory allegations of
fact or law. See Berg v. Kinchelp&94 F.2d 457, 459 (9th Cir. 1986). Instead, the no
movant must designate which specific fa¢tevg that there is a genuine issue for trial.
See Andersqrt77 U.S. at 256. The opposing party’s evidence is to be believed, an
justifiable inferences are to be drawn in their favBee id.

DISCUSSION
l. Motions To Exclude Expert Testimony

Plaintiffs and Bayer each identified threxperts to assist the trier of fact.
Plaintiffs designated Mr. Elmore to calate damages under the UCL and CLRA, Dr.
Maronick to opine on Bayer’s marketing @asch and promotion of the Vitamin Produg
before and during the Class Period, and Ditmen to evaluate the truth, falsity, and/of
deceptive nature of the Prostate Claims in light of the scientific research available (
the Class Period. To rebut Plaintiffs’ exjgseand independently contest the viability of
Plaintiffs’ claims, Bayer designated Dr. Hughe evaluate Mr. EImore’s findings, Dr.
Dhar to evaluate Dr. Maronick’s findingsnd Dr. Blumberg to evaluate Dr. Milman’s
findings and opine on the scientific substantiation for the Prostate Claims during th
Class Period. The parties now moveekzlude the testimony and opinions of each

parties’ respective experts. Plaintiffs mdgeexclude the testimony and opinions of Dy.

Hughes, Dr. Dhar, and Dr. Blumberg, (Ddos. 156, 162 & 141); and Bayer moves {(
exclude the testimony and opinions of Mr. Elmore, Dr. Maronick, and Dr. Milman, (
157, 155 & 142). Bayer also moves to strike ElImore’s supplemental expert report i
untimely. (Doc. No. 161.)

9 09cv1935 AJB (DHB)
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Because the parties’ exhaustive challenges ubdabert v. Merrell Dow
Pharmaceuticals, Ing509 U.S. 579, 113 S.Ct. 2786, 125 L.Ed. 2d 469 (1993) will
necessarily impact the evidanthe Court may properly consider in adjudicating Baye
pending motion for summary judgment, the Qdinst addresses the parties’ respective
evidentiary challenges and then considers the parties’ substantive arguments unde
UCL and CLRA. However, because the Cdunds Plaintiffs’ claims are based on “lac
of substantiation” rather than prooffaisity or deception, and summary judgment in
favor of Bayer is warranted on this grouasldne, the Court need not address whether
Plaintiffs have proffered a valid maas of damages under the UCL and CLRA.
Therefore, the Court DENIES AS MOOT tharties’ respective motions to exclude thé
testimony and opinions of Dr. Hughes and Eimore, and DENIES AS MOOT Bayer’

\1%4

92}

motion to strike Mr. EImore’s supplemental report. Likewise, because the Court finds

Dr. Maronick’s testimony and opinions will not aid the trier of fact, and therefore mu
excluded, Plaintiffs’ corresponding motion to exclude Dr. Dhar’s testimony—Bayer]
rebuttal expert—is also DENIED AS MOO™Rccordingly, the Court only addresses tf
merits of the parties’ respective motionsta@lude the expert testimony and opinions
Dr. Milman, Dr. Blumberg, and Dr. Maronick.
A. Legal Standard
Rule 702 governs the admissibility of exipestimony. Pursuant to Rule 702:
[a] ‘witness who is qualified as axpert by knowledge, skill, experience,
raining, or education may testify in the form of an opinion or otherwise if:
(a) the expert’s scientific, technical, other specialized knowledge will help
the trier of fact to understand the evidence or to determine a fact in issue; (b)
the testimony is based on sufficient facts or data; (c) the testimony is the
product of reliable principles and rhetds; and (td) the ‘expert has reliably
applied the principles and methods to the facts of the case.
Fed. R. Evid. 702. “The party offering te&pert bears the burden of establishing thaf
Rule 702 is satisfied.'Sundance Image Tech., Inc. v. Cone Editions Press,NadCV
02-2258 JM (AJB), 2007 WL 935703, at *4 (S.D. Cal. Mar. 7, 2007) (cRihgon v.
McGhan Med. Corp 184 F.3d 1300, 1306 (11th Cir. 1999) (in turn cifaubert 509

U.S. at 592 n.10, 113 S.Ct. 2786&¢e also Walker v. Contra Costa Cniyo. C

10 09cv1935 AJB (DHB)
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03-3723 TEH, 2006 WL 3371438, *1 (N.D. Cal. Nov. 21, 2006) (ciiogrjaily v.
United States483 U.S. 171, 172 (1987)).

Prior to admitting expert testimony, ttr&al court must make “a preliminary
assessment of whether the reasoning or methodology underlying the testimony is
scientifically valid and of whether thegasoning or methodology properly can be app
to the facts in issue.Daubert 509 U.S. at 592-93. The trial court acts as a “gatekee
by making a preliminary determination of whether the expert’'s proposed testimony
only relevant but reliableElsayed Mukhtar v. Cal. State Univ. Haywa289 F.3d 1053,
1063 (9th Cir. 2002)amended b$19 F.3d 1073 (9th Cir. 2003). This two-step asseq
ment requires consideration of whether: (1) the reasoning or methodology underlyi
testimony is scientifically valid (the rebdity prong); and (2) whether the reasoning o
methodology properly can be applied to thets in issue (the relevancy pronQaubert
509 U.S. at 592-93ennedy v. Collagen Corpl61 F.3d 1226, 1228 (9th Cir. 1998).

A district court has broad latitude in deciding how to measure reliability and if
making the ultimate reliability determinatiotrkumho Tire Cq.Ltd. v. Carmichael526
U.S. 137, 142 (1999) Kumho Tiré). In essence, the courtust determine whether the
expert’s work product amounts to “good sciencBdubert v. Merrell Dow Pharms.
Inc., 43 F.3d 1311, 1315 (9th Cir. 1995pP¢ubert IF) (quoting Daubert 509 U.S. at
593) (internal citations omitted). Daubert the Supreme Court outlined factors relev
to the reliability prong, including: (1) whethttre theory can be and has been tested,;
whether it has been subjected to peer rev{@\the known or potential rate of error; ar
(4) whether the theory or methodology eoydd is generally accepted in the relevant
scientific community.Daubert 509 U.S. at 593-94. As later confirmedinmho Tire
“Daubert’s list of specific factors neither nasarily nor exclusively applies to all expe
or in every case. Rather the law grantsséridt court the same broad latitude when it
decides how to determine reliability as [dwurt] enjoys in respect to its ultimate
reliability determination.”Kumho Tire 526 U.S. at 141-42.
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Under the relevancy or “fit” prong, thestanony must be “relevant to the task at
hand, . . . i.e., that it logically advances aenal aspect of the proposing party’s case.
Daubert 1, 43 F.3d at 1315 (quotidgaubert 509 U.S. at 597). Relevancy requires
opinions that would assist the trier of fattreaching a conclusion necessary to the cg
See Kennedyl61 F.3d at 1230. In general, thaubertanalysis focuses on the princi-
ples and methodology underlying an expas'stimony, not on the expert’s ultimate
conclusions.Daubert 509 U.S. at 595. However, the Supreme Court has cautionec
“conclusions and methodology are not entirely distinct from one anotani. Elec. v.
Joiner, 522 U.S. 136, 146 (1997). As such, “[a] court may conclude that there is sir
too great an analytical gap between the data and the opinion profféded.”

B. Bayer’s Motion to Exclude Plaintiffs’ Science Expert Dr. Milman

Dr. Milman was retained by Plaintiffs tffer an expert opinion regarding the
scientific substantiation for the Prostate @iaiduring the Class Period. Specifically, L
Milman was asked to opine on: (1) whatkelenium, lycopene, zinc, and vitamin E
promotes prostate health; and (2) whegetenium supplementation reduces the risk ¢
prostate cancer. (Doc. No. 196 at 3:24-28). Milman’s report offers the following
five opinions:

(1) In m%{ professional opinion, and within a reasonable degree

of scientific certainty, there is no credible scientific evidence

that supports Bayer's advertlsm% claims that lycopene
supplementatiosupports a healthy prostate.

(2) In my professional opinion, and within a reasonable degree of
scientific certainty, scientifievidence available in 2002 about the
effect of selenium supplementatiin humans was limited, inadequate
and insufficient to support advertising health claims begun at the time
by Bayer that selenium in One-a-Day Men’s Health Formula supports
a’healthy prostate.

(3) In my professional opinion, and within a reasonable degree of
sclentific certainty, scientifievidence available in 2006 about the
effect of selenium supplementation in humans remained limited,
inadequate and insufficient to support advertising health claims by
Bayer that selenium in Onek2ay Men’s Health Formula and in
One-a-Day Men’s 50+ Advantage supports a healthy prostate and that

selenium in One-a-Day Men’s Health Formula also may reduce the
risk of prostate and other forms of cancer.
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(4) In my professional opinion, and within a reasonable degree of
scientifiCc certainty, convmcm% mmitific evidence published between
2006 and the summer of 2009 showed that selenium supplementation
has no effect on the incidence of prostate and other forms of cancer. In
addition, available scientific evidence does not support the health
claims made by Bayer that seiem in One-a-Day Men’s Health

Formula and in Oné-a-Day Men’s 50+ Advantage supports a healthy
prostate, and that selenium in One-a-Day Men’s Health Formula also
may reduce the risk of prostate and other forms of cancer.

(5) In my professional opinion, and within a reasonable degree of
scientifiC certainty, seleniumupplementation in One-a-Day Men’s
Health Formula and in One-a-Day Men’s 50+ Advantage potentially
may be toxic to human health if consumed in large amounts.

(Doc. No. 142, Weiss Decl., Ex. A at 10, 21, 30-31, 35 & 38.)

Bayer seeks to exclude Dr. Milman’s expert testimony on the following grounEs:

(1) Dr. Milman is not qualified to testify itihe area of nutritional science because he i
toxicologist; (2) Dr. Milman’s third and fourth opinions are preempted under federa
(3) Dr. Milman’s first, second, and third opams are irrelevant because they are base
“lack of substantiation;” (4) Dr. Milman’s testimony is based on unsound methodolc
because he did not review the actual Prothlls before forming his opinions; (5) Dr.
Milman’s analysis is flawed because he faite address the impact of zinc and vitami
E; (6) Dr. Milman’s standard requiring “definitive proof” has no basis in the scientifi
community and is thus unreliable; and (7) Dr. Milman’s fifth opinion, which states tf
the Products “potentially may be toxic,”irselevant because it assumes an overdose
contrary to package instructions. The Qdiust addresses Dr. Milman’s qualifications
and then addresses Bayer’s remaining substantive objections.
1. Dr. Milman’s Qualifications

First, Bayer argues Dr. Milman is not qualified to render an opinion in the are
nutritional science because he is a toxagt and has no experience or expertise in
nutritional research. As a result, Bayer contends Dr. Milman’s qualifications in the
of toxicology do not automatically render him qualified to offer an expert opinion
regarding the nutritional benefits of zinatamin E, lycopeneand selenium, and more
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importantly, the nutrients’ corresponding effects on the human b¢Byc. No. 142 at
4-8.)

Although Bayer makes a valiant effortdesqualify Dr. Milman based on his
gualifications, the Court finds there is substantial overlap in the foundational princiy
underlying the fields of toxicology, phaawology, and nutritional science, and Dr.
Milman’s ample education arekperience in these fields render him qualified to offer
expert opiniorf. See also United States v. Cha@g7 F.3d 1169, 1172 (9th Cir. 2000)
(“To qualify as an expert, a withess mhaive knowledge, skill, experience, training of
education, relevant to suelvidence or fact in issue.asey v. Ohio Med. Prod<K77
F. Supp. 1380, 1383 (N.D. Cal. 1995) (“The fact that [an expert] is not an expert [in
specific field] does not, in view of [thexpert’s] other medical experience, [automati-

les

an

cally] disqualify him.”). For example, Dr. linan holds a Bachelor of Science (B.S.) i

pharmacy from Columbia Univeity, a Master of Science (M.S.) in pharmaceutics frgm

St. John’s University, and a Doctorate (Pl in pharmacology from George Washing
University. (Doc. No. 142, Weiss Decl., B, Milman Report at 5.) Moreover, Dr.
Milman has over forty (40) years of experience and training in toxicology, pharmac
pharmacy, and carcinogensis, including: teD) (years of experience as a research

" Bayer asserts Dr. Milman'’s first four opinions should be excluded based on
lack of qualifications in the area of niitvnal science, and his fifth opinion, which

renders an opinion in the area of toxicologyirrislevant as contrary to product package

instructions.

8 Toxicology is the study of “identifpg and understanding the adverse effects
external chemica andghysu:_al agents %lcal systems.” Federal Judicial Center,
Reference Manual on Scientific Evidence, 635 (3d. ed. 288#&)alsdGtedman’s

Medical Dictionary (27th ed. 2000) (toxicology is “[t]he sciencCe of poisons, including

their source, chemical composition, action, tests, and antidotes”); Doc. No. 210, Cr
Decl., Ex. A, Milman Depo. at 10:3-6/1 (“Qoxticology is the study of the effect of toxin
on the human body; is that correct? A: YesPharmacology is the study of “drugs, the
sources, appearance, chemistry, actions, aggl’'usStedman’s Medical |ct|ona'Q/ 271l
ed. 2000)see also In re Meridia Prods. Liab. Litjig328 F. Supp. 2d 791, 802 (N.D.
Ohio 2004)aff'd sub nomMeridia Prods. Liab. Litig. v. Abbott Lap447 F.3d 861 (6th
Cir. 2006) (pharmacology is the “science & thechanism of action of chemical entitig
called dru?s on the human organism, and themof the human organism on the drug
Nutritional science is the research and study of nutrition, which focuses on the heg
disease avoidance effects of food and dyesaipplements on the body. (Doc. No. 210
1:26-2:2, Blumberg Decl. { 1.)
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pharmacist and pharmacologist/toxicologist at the United States National Institute (
Health; eighteen (18) years of experienca &enior Toxicologist and Senior Science
Advisor at the United States EnvironmerRabtection Agency; thirteen (13) years of

experience as Chief Pharmacist at a comtyyogharmacy; and six (6) years of experi-

ence as a pharmacy internd.(at 6.) Finally, Dr. Milman has published five (5) books

on toxicology and carcinogensis; published seyw€nd) articles and abstracts in toxico
ogy, pharmacology, and carcinogensis peer reviewed scientific journals; is a memtk
several toxicology and pharmacology professional organizatmshas attended,
organized, and presented at numerous workshops and conferences on toxicology,
pharmacology, pharmacy, and carcinogendis. at 6-7 & 64-73.)

Therefore, based on the above, and a through review of Milman’s Curriculum
Vitae, the Court finds Dr. Milman qualified offer an expert opinion regarding the
falsity or deceptive nature of the Btate Claims during the Class Perfo&eeFed. R.
Evid. 702(stating that a witness may offer an expert opinion only if he or she draws
some special “knowledge, skill, experientajning or education to formulate that
opinion”).

2. Bayer’s Substantive Objections to Dr. Milman’s Opinions and
Testimony

Bayer’s remaining six objections, which are based on preemption, lack of sul
tiation, unsound methodology, or relevancy, egalio the weight rather than the
admissibility of Dr. Milman’s testimonySee United States v. Prim#81 F.3d 1147,
1153 (9th Cir. 2005)Kennedyl61 F.3d at 1230-31 (“In arriving at a conclusion, the

~ ?The Court also finds cases C|tedEBI)%er inapposite. For example,Nfercurio
v. Nissan Motor Corp81 F. Supp. 2d 859, 862-6 {)N.D. Ohio 2000), the court exclu
a psychologist from testifying as to the effects of alcohol use on the body because
expert lacked the necessal\r/?{ _ onc

journals. Here, however, Milman is not simparroting or regurgitating the research ¢
others, he is basing his opinions on hisaatn, training, and experience as to the
effects of certain substances on the human b&ee Lopez v. I-Flow IncCV
08-1063-PHX-SRB, 2011 WL 1897548, at *5 (D. Ariz. Jan. 26, 2011) (“Rule 702
contemplates a broad conception of expert %uallflcatlons”) (qudtiognas v. Newton
Int'l Enters,, 42 F.3d 1266, 1269 (9th Cir. 1994)).
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factfinder may be confronted with opposingerts, additional tests, experiments, and
publications, all of which may increase or lesfige value of the expert’s testimony. B
their presence should not preclude the admission of the expert’'s testimony—they ¢
the weight, not the admissibility.”).

For example, Bayer’'s second objection contends Dr. Milman’s third and fourt
opinions regarding selenium supplementatiod a reduction in the risk of prostate
cancer are preempted under federal law. (Doc. No. 172, Def.s’ RIN, Ex. B, 2003 F

it
oto

h

DA

Decision Letter at 34-35%) Specifically, Bayer contends the 2003 FDA Decision Letter,

which approved a “qualified health claimgarding selenium and the reduction in the
risk of certain forms of cancers, preempts Milman'’s testimony and warrants exclusi
of his opinions under Rule 782.Bayer relies on the following language, which was
approved by the FDA in 2003:
Claim 1: Selenium may reduce the riskadrtain cancers. Some scientific
evidence suggests that consumption of selenium may reduce the risk of
certain forms of cancers. Howevdre FDA has determined that this
evidence is limited and not conclusive.
(Id. at 34.) Although Bayer is correct thaty allegations based on language exactly
replicating “Claim One” are preempted undetdeal law, Bayer is incorrect to infer thg
all of Plaintiffs’ allegations, including allegans not based on the exact language of {

gualified health claim, are also preemptddhus, as further explained below, because

o Plaintiffs do not contest Bayer’s request for judicial notice. According(ly,
Eursuant to Federal Rule of Evidence 20&, Court takes judicial notice of the 2003
DA Decision Letter because the document is a matter of public reSeslEmrich v.
Touche Ross & Cp846 F.2d 1190, 1198 (9th Cir. 1988);: 21 C.F.R. 8 10_.30(ef)(3)
g_tatl_ng that “[t]he decision will be placed public docket file in the office of the
ivision of Dockets Management and may also be in the form of a notice published
the Federal Register”).

* The FDA issues an “unqualified claimhen a petition presents a claim that
meets the “significant scientific agreemerarstard.” g oc. No. 172, Def.s’ RIN, Ex. B
at 29.% This standard requires proof thatréhis “signiticant scientific agreement, amo
experts qualified by scientificaining and experience to euate such claims, that the
claim is supported by such evidenceld.) If the claim does meet this standard, but tl
science otherwise provides “sufficient esmtte,” the FDA will issue a “qualified health
claim,” and exercise enforcement distoon so long as the qualified claim is
appropriately worded and placed adjacerth®applicable disclaimer so as to not
mislead consumersld( at 34-35.)
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FDA did not issue a “qualified” or “unqualified” claim specifically linking selenium tg
reduction in the risk of prostate cancer, Bay representations exceeding the scope
the qualified claim are not immune under federal |&f. Reid v. Johnson & Johnson, |
al, 11CV1310, 2012 WL 4108114, at *6 (S.D. Cal. Sept. 18, 2012) (finding plaintiff
claims preempted by federal law becaudemi#ant used the exact language authorize
by the FDA). Accordingly, Bayer’'s second objection is overruled.

Bayer’s third objection contends Dr. Miém’s first, second, and third opinions

must be excluded because they are baseshamproper belief that Bayer must provide

scientific substantiation for the Prostat@i@is as a result of the instant lawsuit.

Although Bayer’s assertion of the law is correct, which Plaintiffs do not dispute, sug

arguments are nonetheless an improper means to exclude expert testt@erynited
States v. 87.98 Acres of Land More or Less in the Cnty. of Mé&86d-.3d 899, 904-05
(9th Cir. 2008). Under Rule 702, the distijiatige is a “gatekeeper, not a factfinder.”
United States v. Sandoval-Mendp4@2 F.3d 645, 654 (9th Cir. 2006). Thus, if the
expert meets the reliability and relevgribreshold established by Rule 702, and
explained irDaubert the expert may testify and the factfinder determines how mucHh

weight to give the testimony, and whetliee testimony satisfies the respective parties

burden of proof.See Primiano v. Cook98 F.3d 558, 564-65 (9th Cir. 2010). There-

D
—

|72

d

14

fore, because Dr. Milman’s testimony is highly relevant to the ultimate determinatign of

whether Plaintiffs will be able to prove thie Prostate Claims were in fact false or
deceptive, Bayer’s arguments for exctusare an improper means to seeks summary

judgment under Rule 70%5ee Norris v. Baxter Healthcare Cor397 F.3d 878, 884 n.2

(10th Cir. 2005) (stating that under the relevance prompabertthe district court neeq
only ensure that the proposed expert testimogically advances a material aspect of
case)Guidroz-Brault v. Miss. Pac. R. C&254 F.3d 825, 830 (9th Cir. 2001) (finding
locomotive engineer’s testimony on the appiaigrlookout procedure relevant becaus
was a key issue in the case). Accordméayer’s third objection is overruled.
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Bayer’s fourth and fifth objections contend that Dr. Milman’s testimony must |
excluded because he did not review acpuatiuct labels before forming his opinions,
and thus ignored zinc and vitamin E, twaloé nutrients the Prostate Claims are base
on. However, as stated above, neitheghete contentions warrant exclusion under R
702. See United States v. ChischilB0 F.3d 1144, 1154 (9th Cir. 1994) (“The impact
imperfectly conducted laboratory procedunaight therefore be approached more
properly as an issue not going to the adrhibsi, but to the weight of the . . . evi-
dence.”). Whether Dr. Milman rendered@winion regarding zinc and vitamin E does
not render his entire testimony irrelevant, To the contrary, whether or not Plaintiffs
be able to meet their burden of proof, through the presentation of evidence and ex|
testimony, makes Dr. Milman’s testimony highglevant. Moreover, to the extent Bay
argues Dr. Milman never viewed actual pradabels, such contentions and possible
flaws in Dr. Milman’s testimony can beldressed through the presentation of contrar
evidence and vigorous cross-examinati@eePrimiano, 598 F.3d at 564 (stating that
“shaky but admissible evidence is to baeked by cross-examination, contrary evi-
dence, and attention to the burden of proof, not by exclusibaibert 509 U.S. at 596

d
lle
of

will
pert
er

(“Vigorous cross-examination, presentatiorcohtrary evidence, and careful instructiT
u

on the burden of proof are the traditionatlaappropriate means of attacking shaky b
admissible evidence.”Prime, 431 F.3d at 1153. Accordingly, Bayer’s fourth and fiftl
objections are each overrul&d.
Bayer’s remaining two objections are also easily dispatched. First, Bayer col
Dr. Milman’s testimony is unreliable because demands application of a “definitive
proof” standard that has no basis in thiestfic community. However, contrary to

2 The Court finds Bayer’s citation foollins v. Ashland, In¢ No. 06C-03-339,

2011 WL 5042330, at *3 (Del, Sup. Ct. Oct. 21, 2011), wherein Milman’s testimony
excluded under Rule 702 distinguishable Chilins, the court excluded Dr. Milman’s
testimony because Dr. Milman failed to tailor his o[)mlon to the nine-month time pe|
in which the plaintiff was exposed to the defendant’s product, and instead based hi
opinions on the entire twenty-one year time period in which tF\_e plaintiff was a paint

ere in contrast, Dr. Milman stated thatdensidered zinc, vitamin E, lycopene, and
selenium when making his determination.
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Bayer’s contentions, Dr. Milman’s report does not assert that definitive proof from g
well-controlled randomized clinical trial (“RCYis required in this case, but does, as
does Dr. Blumberg (Bayer’s science expeadcognize the importance of RCTs in the
area of nutritional science. Thus, although Bayer may disagree with Dr. Milman’s
ultimate conclusions, these findings are properly attacked through rigorous cross-
examination and the presentation ohtrary evidence, not exclusio®see Primianp598
F.3d at 564. Moreover, Bayer contends thatMilman’s fifth opinion regarding the
potential toxicity of the Products is irrelewebecause it assumes an overdose of sele
contrary to the dosage specified onreducts’ packaging. Although the Court is

cognizant that Dr. Milman admits that the Pragymresent no risk of selenosis or Type

diabetes when taken as directed, (Doc. Nt2, Weiss Decl., Ex. B., Milman Depo. at
26:21-27:9, 27:19-24 & 43:21-44:3), the Court finds Dr. Milman’s underlying opinio
relevant to whether selenium promoteso§iate health,” and is based on reliable
scientific research. (Doc. No. 142, Weldscl., Ex. A, Milman Report at 38-41.) Thus
whether, and to what extent, the factfinddl give weight to Dr. Milman’s toxicity
conclusion—in light of the Product packaging and his deposition testimony—is not
basis for exclusion under Rule 708ee Kennedyl61 F.3d at 1230-31. Accordingly,
Bayer’s sixth and seventh objections are each overruled.

Therefore, the Court finds each of Bayeslgections go to the weight rather that

the admissibility of Dr. Milman’s testimonySee Primeg431 F.3d at 1153 (9th Cir. 2005

(stating that the proper inquiry focuses “solely on principles and methodology, not ¢
conclusions that they generate”) (internal quotations omitizal)pert 509 U.S. at 595 (
finding that “[a]s long as the process isgeally reliable, any potential error can be
brought to the attention of the jury through cross-examination and the testimony of
experts”). Accordingly, Bayer’'s motion &xclude the testimony and opinions of Dr.
Milman is DENIED, and the Court willansider such evidee when adjudicating
Bayer’s pending motion for summary judgeme8ee Lust By & Through Lust v. Merr¢
Dow Pharm., InG.89 F.3d 594, 598 (9th Cir. 1996).
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C. Plaintiffs’ Motion to Exclude Bayer’s Science Expert Dr. Blumberg
Dr. Blumberg was retained by Bayerr&view the scientific evidence supporting

the Prostate Claims during the Class Period. Specifically, Dr. Blumberg was asked to: (

review and opine on the scientific substantiation for Bayer’'s representation that zin

vitamin E, lycopene, and selem “support prostate health(2) review and opine on the

scientific substantiation for Bayer’s representation that “emerging research sugges
Selenium may reduce the risk of prostea@cer;” (3) evaluate and explain the
bioavailability and effectiverss of different forms of saiéum and lycopene, including
sodium selenate and synthdticopene, both of which were included in the Vitamin

C,

s [th

Products and tested in the supporting scient#search; and (4) review and rebut certain

statements made by Plaintiffs’ science expert Dr. Milman. (Doc. No. 141, Syverso

—

Decl., Ex. A, Blumberg Report at 2-3.) Dr. Blumberg'’s report offers ten opinions. The

first opinion is a broad assertion regardihg scientific support for the Prostate Claim:
during the Class Period, opinions two through six refer to Dr. Blumberg'’s findings
regarding selenium, and the final four opinicakate to Dr. Blumberg'’s finding regard-
ing lycopene, zinc, and vitamin E. &gifically, Dr. Blumberg concludes that:

(1) At all times during what | understand to be the class period . . . scientific
evidence existed, and still exists to support the statement that each of the
Vitamin Products as formulated “Supports Prostate Health” as Bayer indi-
cated on the ackaglng for OneBsy Men’s Health Formula® and
One-A-Day Men’s 50+ Advantage®, resgiively. | am further aware that
several other multivitamin products currently ‘and previously on the market
have made and continue to use the structure function claim for prostate
hg[:alth sgpport based on the ingredesdglenium, lycopene, zinc, and/or
vitamin E.

(2) At all times during the proposed class period, scientific evidence existed
and still exists showing that selenium intake can reduce the risk of prostate
cancer. As with almost all nutrient supplements, the effect of selenium in
specific men can be influenced by many variables, including inherent and
environmental factors such as nutrigenomics and lifestyle, resgectlvel :

lasma selenium concentrations, @ndstate specific antigen (PSA) levels.

en having a baseline level of selenium (prior to selenium _
supplementation) at <123.2 ng/mL are most likely to benefit from a nutri-
tional supplement that includes selenium. In addition, evidence from some
clinical trials indicates that men within a normal range of PSA ng/mL can
benefit from a nutritional supplement that includes selenium.
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(3) In my opinion, the totality of nutritional and biomedical research indi-
cates that selenium is an esserdiatary mineral which plays a beneficial

role in reducing the risk of prostate cancer in men and in supporting general
Prostate health. My opinion is based on my review of the body of clinical
rials, observational studies, and supportive basic research addressing the
relationship between selenium and prostate health.

(4) Sodium selenate is a naturally occurring inorganic form of the mineral
selenium found in soil and alkaline wated used by plants to synthesize
selenomethione. Sodium selenate isftmm of selenium used in both the
One-A-Da¥ Men’s Health Formula@nd One-A-Day Men’s 50+ Advan-
tage® multivitamins. Sodium selen_aﬂ;ereadn[\)/ bioavailable, a process
describing the absorption of a nutrient into blood and its distribution to body
tissues. Indeed, all forms of selenium, organic as well as inorganic forms,
such as sodium selenate, are reaaligorbed from the small intestine.
Overall, absorption of all forms of selenium ranges from 70 to 95%, but
varies according to the source and the selenium status of the individual
(Finley 2006). Regardless of its dietary form, selenium is stored and accu-
mulates over time'in body tissues.

5) Selenium as well as other selected nutrients which were present in
ne-A-Day Men’s Health Formula@nd One-A-Day Men’s 50+ Advan-

tage®, when taken as directed, capport men’s health in general and

“support prostate health” in partiau mcludlngbpotentlally reducing the

risk of prostate cancer. The eviderfor these benefits is derived from

human studies, including certain randomized clinical trials and observational

studies explained further below. These benefits are also evidenced through

basic research using in vitro (test tube) experiments (ded®@2012;

Gaziet al.2007; Gundimedat al.2008; Liuet al.2010; Sinhaet al.2011;

Xiang et al.2008) and animal models (Bhattachargyal.2008; Chengpt

al. 2011; Holmstronet al.2011; Lindshieldet al.2010; Liuet al.2010;

Wanget al.2008; Water®t al.2003; Zhanget _al.20_11?. In vitro and animal

model research both provide evidefimethe biological plausibility and

mechanisms of the anti-cancer actiofselenium and, when corroborated

with human studies, can strengthiba available evidence to support a

relationship with health outcomes.

(6) In sum, the totality of the avalilke scientific evidence indicates that _
selenium is an essential nutrient that is readily bioavailable (regardless of its
form, e.g., inorganic or organic) and plays a role in supporting prostate
health and poten_tlall%/ reo_lucqu the riskcancer of the prostate as well as
BSBeSr;tlally reducing the risk of BPH (Mueckeal.2009; Zacharat al.

(7) Natural and synthetic chopenea_aa”qlually bioavailable, and therefore
the form of lycopene consumed is irrelevant from a nutritional Eerspectlve.
The synthetic form of lycopene usedOne-A-Day Men’s Health Formula®
and One-A-Day Men’s 50+ Advantage®bioavailable and accumulated
and stored by body tissues, including the prostate.

(8) In my opinion, the totality of scientific evidence involving lycopene and
prostate health indicates chogene may decrease the ﬁrogressmn of BPH an(
reduce circulating PSA, thereby r%state health. Lycopene also
possesses antioxidant properties that ftlreonstrated benéficial effects on
processes associated with carcinogesyegnich further supports lycopene’s
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role in supporting prostate health and potentially reducing the risk of pros-
tate cancer.

(9) Zinc is essential in controlling and facilitating the ?hysmlo ical function
of'the prostate gland, including controlling the correct production of pros-
tatic fluid, and is present in abundance in healthy prostate glands and is
diminished in diseased prostate glands. In my opinion, zinc plays an impor-
tant role in maintaining prostate health.

(10) Vitamin E is a potent dietary antidesint that has been associated with a
reduced risk of prostate cancer in observational studies and randomized
clinical trials. In'my opinion, vitamin E plays an important role in maintain-
ing prostate health.

(Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at 5-7.)

Plaintiffs seek to exclude Dr. Blumberg’s testimony and opinions regarding: (

the scientific substantiation for Bayer’'s statements that the Vitamin Products suppart

prostate health; (2) the scientific substammfor Bayer’s claims that emerging researich

suggests that consumption of selenium malce the risk of prostate cancer; and (3)
effectiveness of selenium, lycopene, zinal &itamin E in reducing the risk of prostate
cancer and other prostate related conditions, as well as supporting prostate health
general. (Doc. No. 141 at 1.) Although Ptdfa’ arguments for exclusion vary slightly
depending on whether they seek to exclDdeBlumberg’s testimony regarding sele-

nium, lycopene, zinc, or vitamin E, all ofdftiffs’ arguments essentially conclude that

Dr. Blumberg’s opinions are based on inconclusive, factually distinguishable, or mi
ing scientific research.
In response, Bayer contends Plaintiffs’ motion should be denied because: (1

Blumberg is qualified to offer an expert omniin the area of nutritional science; (2) Dr.

the

n

Sleac

Dr.

Blumberg offers relevant tesony regarding the scientific substantiation for the Progtate

Claims during the Class Period; and (3) Dr. Blumberg’s methodology in reaching h
conclusions is reliable because he considéredotality of the evidence, including bott

S

—4

supportive and non-supportive scientific studies. (Doc. No. 192 at 1-2.) Although not

2 Essentially, Plaintiffs contend that Dr. Blumberg used unreliable methodolo
reach conclusions solely for the purposes of litigation, and then conducted a narro

selective search to support hisl“fre-formed” Oflnlons, thereby ignoring a vast body] of

scientific research. (Doc. No. 141 at 2:10-13
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specifically raised or contested by Pldistithe Court first considers Dr. Blumberg’s
gualifications, and then addresses Plaintiff's arguments for excluding Dr. Blumberg
testimony as it relates to seleniulycopene, zinc and vitamin E.
1. Dr. Blumberg’s Qualifications
As an initial matter, the Court finddr. Blumberg qualified to offer expert
testimony regarding the scientific substantiation for the Prostate Cl&essJinro Am.
Inc. v. Secure Invs., In266 F.3d 993, 1004 (9th Cir. 20q1]CJare must be taken to

assure that a proffered wiggetruly qualifies as an expert, and that such testimony meets

the requirements of Rule 702.”). Foraexple, Dr. Blumberg holds a Bachelor of
Pharmacy (BPharm) from Washington $thtiversity and a Doctorate (PhD) in
Pharmacology from Vanderbilt University SchablMedicine. He is currently a
Professor in the Friedman School of Nutritional Science and Policy at Tufts Univers
and a Senior Scientist and Director of thntioxidants Research Laboratory at the Jee
Mayer USDA Human Nutritional Research CerdrrAging at Tufts University. (Doc.
No. 192 at 4; Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at 1.) Moreoy\
Dr. Blumberg received postdoctoral trainiaigthe Tennessee Neuropsychiatric Institu
and completed a National Institutes of Hegltst-doctoral fellowship at the University
of Calgary in biochemistry.Id.) Aside from his education, Dr. Blumberg has publish
over 300 scientific articleserved on countless editorial boards for prominent resear
journals, is a member of leading nutritibsacieties and international nutrition policy
boards, and has testified befanany prominent organizations, including, but not limit
to, the Institute of Medicine/National Acawhy of Science, the Food and Nutrition Bog
the Subcommittee on Health and the Envirentrof the United States House of Repre
sentatives, the FDA Conference on Antioxidditamins, and the Dietary Guidelines fc
Americans 2005 Committeeld() Accordingly, based on his knowledge, experience,
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and education, the Court finds Dr. Blumdpegualified to offer his expert opinion
regarding the scientific substantiation for the Prostate Cldims.
2. Dr. Blumberg’s Opinions andTestimony Regarding Selenium

Dr. Blumberg’s report includes the following sections to analyze and address
scientific substantiation for Bayer’s repretions regarding selenium: (1) the relevar
history of selenium; (2) selenium intake atwdstatus in the United States; (3) clinical
trials involving selenium; (4) observational studies involving selenium; (5) scientific
evidence indicating a null effect of selenium on prostate cancer; and (6) the
bioavailability and effectiveness of sodiuniesete, the form of selenium used by Bay|

the

er

in the Vitamin Products. (Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at 9-

22.) Based on this information, Dr. Blumberg opines that the totality of the scientifi
research weighs in favor of finding a b&aial relationship between selenium and a

reduction in the risk of prostate cancer. Dmumberg also opines, contrary to Plaintiff$

assertions, that sodium selenate, the fofiselenium used in the Vitamin Products, is
bioavailable, and thus readily absorbed and distributed into and throughout the hur
body. (d. at 21.)

Plaintiffs offer five primary objections to Dr. Blumberg’s testimony regarding
selenium: (1) Dr. Blumberg’s reliaa on the 1996 and 1998 Nutrition Prevention of
Cancer (“NPC”) trials are improper and likelyrntoslead the trier of fact; (2) the results
of the NPC trials conflict with the results of the Selenium and Vitamin E Cancer Pre
tion Trial ("SELECT”) and therefore are wiiable; (3) Dr. Blumberg’s reliance on
observational studies is improper; (4) Dr. Blumberg’s reliance on animah atdo
studies is improper; and (5) Dr. Blumberg fails to proffer reliable testimony that the
“totality of the evidence” shows that selenignpports prostate health and/or reduces

4 Dr. Blumberg’s Curriculum Vitae sludes a comprehensive list of his

E)rofessmnal and academic qualifications, agglishments, awards, and memberships,.

Doc. No. 192, Blumberg Decl., Ex. B.)
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risk of prostate cancet. (Doc. No. 141 at 7, 9, 10, 12 & 13.) The Court considers e3
ground for exclusion in turn.

First, Plaintiffs suggest Dr. Blumberg’s emphasis on the 1996 and 1998 NPC
are improper and likely to mislead the triefatt because the results were equivocal :
expressly limited by their authot%.For example, Plaintiffs assert that the authors of |

1996 NPC trial determined that their restitesquired confirmation in independent trial$

of appropriate design before pubtecommendations regarding selenium
supplementation can be made,” and thatihi&ors of the 1998 NPC trial conceded th

their conclusions “needed confirmation ihdéional independent trials.” (Doc. No. 141

at 7:20-24 & 8:1-2.) Plaintiffs state that Dr. Blumberg was aware of the limited find
and conclusions of the NPC trials, yet eledtedisregard such cautionary language in
attempt to bolster his “pre-formed” conslans. (Doc. No. 141, Syverson Decl., Ex. G
Blumberg Depo. at 161:2-9.) Thus, Plaintdigyue that because the authors of the NF
trials were unwilling to infer that selenium supplementation reduces the instances
prostate cancer, Dr. Blumberg should behgioited from making that “leap” for them.
(Doc. No. 141 at 8:9-14.)

Although Plaintiffs go to great lengths to highlight the inconclusive nature of

ch

trial
And
he

A4

At

ngs

an

pf

he

NPC trials as a means to exclude Dr. Blumtsetestimony, for the purposes of exclusijon

under Rule 702, such objections are misplaced.Daebert 509 U.S. at 590 n.9 (“In a
case involving scientific evidence, evidenyiaeliability will be based upon scientific
validity.”). It is common in scientific literate for investigators to hedge their claims ¢

> Plaintiffs also argue Dr. Blumberg’s testimony should be excluded because
“Blumberg himself has not conducted any daditrials related to selenium, lycopene,
zinc, or vitamin E.” (Doc. No. 141 at 4:24-2@1owever, Plaintiffs retreated from this
assertion in their reply, ackn_owledgln% that Dr. Blumberg need not conduct his owr
studies to offer an expert opinion on the matter.

* The NPC trials were randomized, doublewb, placebo-controlled, clinical trials
of 1312 individuals from 1983 to 1991. (Doc. No. 141, Syverson Decl., Ex. A, Blun
Report at 11.?] Plaintiffs do not contest that this study design is the “gold standard
determining the relationship of an agenatdisease or health outcome. _@Doc. No. 14
at 7:15-17).See alsd-ederal Judicial Center, Redeice Manual on Scientific Evidence
338 (2d ed. 2000).
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couch their conclusions prefaced with tleed for additional confirmatory researcbee
In re Denture Cream Prods. Liab. Litigr95 F. Supp. 2d 1345, 1362 (S.D. Fla. 2011)
(“Scientists tend to hedge their claims in stifec papers.”). Moeover, it is well settled
that there are few if any certainties in scierizabert 509 U.S. at 590, arldaubertwas
not intended to impose an “exacting standard of causality” beyond the preponderal
the evidence “simply because stiéc issues are involved.In re Ephedra Prods. Liab,
Litig., 393 F. Supp. 2d 181, 190 (S.D.N.Y. 200B6)te Heparin Prods. Liab. Litig 803
F. Supp. 2d 712, 743 (N.D. Ohio 2011) (statingt the court “will not exclude expert
testimony on the basis that the evidence supporting it does not establish causation
scientific certainty”). Thus, because theheus of the NPC trials noted that selenium
supplementation was or could be positivedyrelated with a significant reduction in

prostate cancer, Dr. Blumberg’s opiniahd not improperly exceed the NPC authors’
conclusions! See In re Denture Cream Prods. Liab. Litig95 F. Supp. 2d at 1345

(“Because the authors of the Nations Articlertiselves do not conclude there is a cay
relationship between the use of Fixodemdl meurological symptoms, it is inappropriatg
for Plaintiffs’ experts to draw that conclosi for them.”). Moreover, the result of the
NPC trials were further confirmed by tBaiffield-Lillico study in 2003, wherein the

authors stated that selenium supplemental continues to support a reduction in the
“incidence of prostate canc®r.(Doc. No. 192, Blumberg Decl., Ex. Quffield-Lillico

~ "The 1996 NPC trial concluded thateseum supplementation was “associated
with significant reductions in secondary gmants of total cancer incidence (all-sites
combined), lung, colorectal and canceafidences,” and the 1998 NPC trial concluded
that “selenium supplementation may be important for both prlmaR/ and secondary
prevention of prostate cancer.” %Doc..l\]gf_l deverson Decl., Ex. A, Blumberg Rep
at 12-13.) Furthermore, the 1998 NPC tfialnd a “statistically significant 63% overal
reduction in prostate cancer |nC|denCﬁ)£t|C|pants who took seleniumld(at 13:1-4.)
This is further supported by the fact t United States National Health and
Examination Survey, which is conducted bg thnited States Center for Disease Cont
and Prevention, indicates that nearly 56Pthe U.S. male population over the age of
nineteen has a plasma selenium concentraimilar to or less than that of the men
experiencing the prostate health benefit in the NPC trials. (Doc. No. 192 at 10:21-
Blumberg Decl., Ex. A, Blumberg Report at 14.)

(NPC) trial H is the only randomized clinicaldtto date to test the effect of selenium
supplementation [SS] on cancer in a Western population.” (Doc. No. 192, Blumb
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Study at 16.) Accordingly, this is not the eaghere a proffered expert is formulating an
opinion based on a study that is directly contradicted by that study. (Doc. No. 208 jat
3:13-15.) As such, Plaintiffs’ objection on this ground is overruled.

Second, Plaintiffs argue Dr. Blumberg's testimony should be excluded because he
wholly rejects SELECTSs results and conatus—the largest randomized clinical trial pf
selenium conducted to date— in addittorother observational studies that do not
support his opinion. (Doc. No. 141 at 9.) As such, Plaintiffs contend Dr. Blumberg[s
conclusions are not based onidacientific methodology. Id.) The Court is not
persuaded and finds Plaintiffs mischaracterize Dr. Blumberg’s opinions and testimony.
In concluding that all of the scientific edce to date substantiates a positive correlation
between selenium supplementation and ptedtaalth, Dr. Blumberg analyzed SELEQT,
analyzed observational studies agreeing SELECT, and then identified what he call

U)

“critical limitations” of SELECT. See In re Bextra & Celebx Mktg. Sales Practices &
Prod. Liab. Litig, 524 F. Supp. 2d 1166, 1180 (N.D. Cal. 2007). Thus, contrary to
Plaintiffs’ allegations, Dr. Blumberg dinot wholly disregard SELECT and other
observational studies that found a null correlathbetween selenium and prostate hedlth.
Instead, as acknowledged by Plaintiffs, Dr. Blumberg recognized the limitations of
SELECT and considered whether, in lightSELECTs ultimate conclusions, there was
still scientific substantiation for Bayer’s regsentations that selenium promotes prostate
health and reduces the risk of prostate caficer.

Therefore, even though Plaintiffs accurateighlight differences in the scientific
findings made by the authors of NPC and SETERIaintiffs are free to cross-examine

Decl., Ex. G Duffield-Lillico Study at 1.)

¥This is further supported by a podEHIECT report cited by Blumberg, Ledesmga
et al.(2011), which concluded that “pre-SELECT studies as wéll as continuing post-
SELECT studies are still supporting the potential usefulness of selenium and/or vitamin
for prevention of [prostate cancer] and possiiher conditions as well.” (Doc. No. 14{1,
Syverson Decl., Ex. A, Blumberg Report at 20:4-8.)

20 Although Plaintiffs go to great lengths to convince the Court that SELECT
negates NPC, both Plaintiffs and Dr. Milmd&Haintiffs’ science expert, acknowledge the
limitations and criticisms of SELECT. (Doc. No. 208 at 3.)
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Dr. Blumberg on his ultimate conclusionSee In re Heparin Prods. Liab. Litig803 F.
Supp. 2d at 742 (finding that expert testimony should not be excluded on the basis|of
“some disagreement in the scientific literatureBe silso Dauber09 U.S. at 596

(“Vigorous cross-examination, presentatiorcohtrary evidence, and careful instructign
on the burden of proof are the traditionatlaappropriate means of attacking shaky bL(l
admissible evidence.”Ambrosini v. Labarraquel01 F.3d 129, 135 (D.C. Cir. 1996)
(“The dispositive question is whether the testimony will ‘assist the trier of fact to
understand the evidence or to determinacaih issue,” not whether the testimony
satisfies the plaintiff’'s burden on the ultimasue at trial.”) (citation omitted). Accord
ingly, Plaintiffs’ objection on this ground is also overruled.

Plaintiffs’ remaining three objections—that Dr. Blumberg'’s reliance on obserya-
tional studies, animal and vitro studies, and that the totality of the evidence does not
support his ultimate conclusions—are each contingent on the Court excluding the 1996
and 1998 NPC human clinical trials. Howe\eas,stated above, because the Court fingds
Dr. Blumberg's reliance on the NPC trialsbaist go to the weight rather than the
admissibility of his testimony, Plaintiffs’ remaining objections also fail. Thus, Plaintjffs’
third objection that Dr. Blumberg'’s reliance on observational studies is improper, and
their fourth objection that Dr. Blumberg’s reliance on animaliandtro studies is
improper, are each an insufficient basiexelude Dr. Blumberg’s testimony under Rule
702. See, e.gAlliance for Natural Health U.S. v. Sebelid4d,4 F. Supp. 2d 48, 70
(D.D.C. 2010) (“After reviewing the scientifliterature submitted with plaintiffs’

A4

petition, the FDA concluded that it could drawientific conclusions regarding plaintiff$
prostate claim from eigltbservational studieand one intervention study.”) (emphasis
added)Metabolife Int’l, Inc. v. Wornick264 F.3d 832, 842 (9th Cir. 2001) (noting tha
animal studies can provide “useful data about human heditbpkins v. Dow Corning,
Corp., 33 F.3d 1116, 1125 (9th Cir.1994) (finding admissible testimony based on

scientific studies and “corroborating egitte found in studies conducted on animals”);
In re Silicone Gel Breast Implants Prods. Liab. Liti§18 F. Supp. 2d 879, 910-11 (C.D.

A4

—
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Cal. 2004) (noting reliance by researchersagehcies on relevant animal studiés);e
Bausch & Lomb, Inc. Contact Lens Solution Prods. Liab. LiNg. 2:06-MN-77777-
DCN, 2009 WL 2750462, at *12 (D.S.C. Aug. 26, 2009 (/itro tests generate
hypotheses but lack sufficient reliabilistanding aloneto demonstrate causation in
humans.”) (emphasis added)ccordingly, because thereasnple scientific evidence to
support Dr. Blumberg'’s opinions regarding selenium supplementation and prostate
health, Plaintiffs cannot crediblygure that his reliance on observatiomalyitro, and
animal studies, in conjunction with human atali trials, is scientifically invalid in this
case?!

The same is true for Plaintiffs’ final objection to Dr. Blumberg’s testimony—th
the totality of the evidence does napport a positive correlation between selenium
supplementation and prostate health. (Doc. No. 141 at 13.) Once again, Plaintiffs
attempt to argue that the scientific studbs Blumberg relies on should be discreditec
disregarded because of the conclusions esbly the studies’ authors, and not becau

the studies were conducted contrary to acckepteentific principles or based on unsubt

stantiated and unpublishedesdtific articles. Daubert I, 43 F.3d at 1318 (finding that
reliability under Daubert does not depend on “the correctnabe @Xxpert’'s conclusiong
but [on] the soundness” of the methodology). Thiis is not the case where an expe
presenting an untested hypothesis to the jury for final determingdea.In re Denture
Cream Products Liab. Litig 795 F. Supp. 2d at 1367 (“Hypotheses are verified by
testing, not by submitting them to lay juries for a vote.”). Moreover, as stated abov
even though the 2008 SELECT study showed a null correlation between selenium
supplementation and prostate health benefggecially in men with elevated selenium
concentrations, SELECT did not entirébancel-out” pre-SELECT studies, and post-

21 Plaintiffs are free however to addseany inadequacies that may arise from
extrapolating the results of observatiomalyitro, and animal studies to humans in a
clinical setting through vigorous cross-examination of Dr. Blumberg at trial.
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SELECT studies and scientific articlgtl support Blumberg’s overall conclusiéh.
Thus, Dr. Blumberg’s overall conclusionatrabout fifty percent (50%) of the male
population over the age of nineteen (19) hseim selenium concentrations similar tg
those men who experienced prostate hdadtiefits from selenium supplementation, is
amply supported by scientifically reliable sources. (Doc. No. 192 at 10:21-11:1;
Blumberg Decl., Ex. A, Blumberg Report at 14.) Accordingly, Plaintiffs’ objections
these grounds are overruled.

Therefore, as articulated above, the @éinds each of Plaintiffs’ arguments go t
the weight rather than the admltsity of Dr. Blumberg'’s testimony See Kennegy 61
F.3d at 1230-31 (9th Cir. 1998) (conflicting d#tat may increase or lessen the value
the expert’s testimony affect the weighidanot the admissibility of such testimony).
However, to the extent Dr. Blumberg ralien randomized clinical trials, observationa
studies, oin vitro studies conducted after the corsttn of the Class Period (May 31,
2010), the Court finds such evidence irrelevant to the determination of whether the
scientific research available during thea§d Period substantiated Bayer’s representa:
tions? (Doc. No. 142, Weiss Decl., Ex. C, Milman Rebuttal Report at 2.) Accordin
the Court excludes as irrelevant anstiimony relating to the following randomized
clinical trials: Kleinet al.(2011); Marshalkt al.(2011); Zhanget al.(2011); Fleshieet
al. (2010); Strattoret al.(2010); and Corcoraet al.(2010). The Court also excludes &
irrelevant any testimony relating tcetfiollowing observational studies: Grustlal.
(2012); Grundmarlet al. (2011); Zhanget al.(2010); Steinbrecheat al.(2010); Kristal

et al.(2010); and Penngt al.(2010). Notwithstanding exclusion of these studies, the
Court finds ample support for Dr. Blumberg’s overall conclusions regarding selenium

22 Bayer further argues that SELECT was not published until December 2008
Thus, even if SELECT is found to be helpful to the trier of fact in determining wheth
the Prostate Claims were iact false or mlsleadlngi, it onl agplles to the portion of th
Class Period from that date forward. (Doc. No. 192 at 14:6-28.)

ZDr. Blumberg based his conclusions on ei%hteen (18) randomized clinical tr
and twenty-three (23) observational studies regar
prostate cancer. (Doc. No. 192, Blumberg Decl., Ex.’A, Blumberg Report at 49-50
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and prostate health, including a reduction inrtble of prostate cancer. For example, L

Blumberg cites to twelve (12) randomizelthical trials between 1996 and 2009—eightt

of which showed a positive correlationtlveen selenium and improved prostate
health—and seventeen observational studies between 1995 and 2009—nine of wh
showed a positive correlation between selenaunth improved prostate health. As a
result, to the extent not otherwise excluded,Blumberg’s testimony will be considere
in adjudicating Bayer’s pending motion for summary judgm&sae Lust By & Through
Lust 89 F.3d at 598.
3. Dr. Blumberg’s Opinions and Testimony Regarding Lycopene

Second, Dr. Blumberg opines that the libtaf the scientific evidence available
during the Class Period substantiates Bayer’s representation that lycopene suppor
prostate health. (Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at 30-31.)
Specifically, Dr. Blumberg states that bjgene has been associated with reducing or
slowing the development of benign prostayperplasia (“BHP”) and prostate cancer,
and that lycopene possesses antioxidaspgaties that have been shown to protect
against oxidative damage to lipids, proteins, and DNA. &t 22-23.) Dr. Blumberg als
notes that lycopene has also been shovdetrmease a variety of processes associated
with “carcinogensis, including cell cycle progression, cell communication, cell adhe
and inflammatory, hormonal, and growth factor signalirid. 4t 23.) To form his
opinion, Dr. Blumberg relied on three typessofentific evidence: (1) clinical trials
showing that lycopene deters thegression of BPH and high-grade prostate
intraepithelial neoplasia (“HGPIN”), twaoaditions common in men over fifty; (2)

observational studies showing that lycopesgruces the incidence of lower urinary tra¢

symptoms (“LUTS”); and (3) food intake stedianalyzed in conjunction with lycopen

blood plasma studies indicating lycopene poédliy reduces the risk of prostate cancef.

(Doc. No. 192 at 18:18-24; Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report
31.)
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Plaintiffs raise two primary objections to Dr. Blumberg’s testimony and opinigns
regarding lycopene supplementation and prostate health: (1) he relies on studies involv
ing men previously diagnosed with prostdigorders that cannot be properly extrapo-
lated to healthy men without such preéxig conditions; and (2) he relies on observa-
tional studies regarding the consumption of tomatoes or other food products that afe
irrelevant because such studies are urbiia(Doc. No. 141 at 15-19.) The Court
addresses each ground for exclusion in turn.

First, Plaintiffs contend Dr. Bluberg’s testimony regarding lycopene
supplementation and prostate health sthdne excluded because he relies on studies
involving men previously diagnosed with certain prostate disorders—Mobaaty
(2005), Schwaret al.(2008), Schrodeet al.(2005), Kimet al.(2003), Ansari & Gupta
et al.(2003), and Rohrmaret al. (2004)—and such studies cannot be properly extrapo-
lated to primary prevention effects in healthy rfein support, Plaintiffs point to an
expert report submitted by Dr. Blumberg in another daselec v. Bayer
No0.1:10-CV-224, 2011 WL 5513202 (N.D. Ohio Nov. 11, 2011), wherein Dr. Blumherg
stated, in reference to tf©OM Wonderfuline of cases, that “it is not possible to
extrapolate findings obtained in secondary prdion trials . . . to potential benefits thaf
might exist in the situation of primary prevention (i.e., reducing the risk of prostate
cancer in men without the disease).” (Doc. No. 145, Ex. U., Blumberg Rejgadotec
v. Bayerat 12.) Based on this testimony, Pldistargue that because Bayer’s internal
documents and Dr. Blumberg himself recognizes that extrapolating results from segond
ary prevention trials to primary prevention in healthy men is inappropriate, Dr. Blumberg
should not be permitted to introduce testimony based on that exact premise in this [case

2 Primary prevention trials are conducted on healthy individuals, whereas
secondary prevention trials are conductenhd¢ividuals who already have a specific
condition or disease. gDoc. No. 141 at 16; Doc. No. 141, Syverson Decl., Ex. B,
Blumberg Depo. at 184:17-22, 185:7-10.)

~_®Plaintiffs point to Bagler’s internal documents (Nutritional Science: Plan of
Principles, February 2, 2006), which state thifftstudies for a particular ingredient
were done in an elderly population and the product we are working on is a children(s
chewable, the studies may not be appropriate to substantiate the product.” (Doc. No. 1
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Although Plaintiffs are correct that studies involving men previously diagnosse
with prostate cancer may not be properlyraxolated to primary prevention effects in
healthy men, Plaintiffs’ arguments for exclusion are based on a fundamental misun
standing of BHP, HGPIN, and LUTS—the ¢lerprostate related disorders at issue in
Mohantyet al.(2005), Schwaret al.(2008) and Rohrmanet al.(2004)?° Neither BPH,
HGPIN, nor LUTS are prostate cancer, repreadotrm of prostate cancer, or represen
disease other than prostate cart€giDoc. No. 192, Blumberg Decl., Ex. F at 111:23-
112:3, 115:13-116:20, 131:6-7; Craig Decl., Ex. B., Milman Depo. at 23:24-24:22.)
the contrary, all three of these prostagiated conditions are common in men over the
age of fifty (50) and are generally assded with the male aging proces$d. Thus,
because the male prostate naturally begins to enlarge after the age of twenty (20),

Ex. R at4.)

% Mohantyet al.(2005) was a randomized, contrallparallel design study of fort

men clinically identified as havingt; BPHh@ HGPIN. (Doc. No. 141, Syverson Decl., EXx.
r

A, Blumberg Report at 23.) The trial subjeatsre given either 8 mg/day of lycopene
mg{ twice daily) or no lycopene for twelveomths. At the conclusion of the study, the
authors stated that “[lycopene is areefive chemopreventive agan the treatment of

HGPIN, with no toxicity and good patient toleranceld.)

Schwarzet al.(2008) was a double-blind, randomized, placebo-controlled trial
forty men with historically proven BPH,lvo were otherwise free of prostate cancer.
(Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at 23.) The trial subjects W
randomized to receive either syntheticdgene at a dose of 15 mg/day or a placebo
capsule for six months.d!) At the conclusion of the study the authors found that th
serum total PSA in the lycopene grouP @ased, whereas there was no change in thg
placebo group. Icﬂ.t) The authors also found that piate enlargement occurred in the
placebo group but did not occur in the lycopene groigh.at 24.) Thus, the authors
concluded that these results reflected t hl'gabf lycopene to inhibit the progression o}
BPH to malignant disease, and also ImhBPH symptoms, as determined via a
guestionnaire of the trial subjectid.

Rohrmanret al. (2004) utilized a cross-sectional analysis of the Third Nationa
Health and Nutrition Examination Survey_$1998-1994) to evaluate the association ¢
serum micro nutrients with LUTS that tgailly result from BPH in men. (Doc. No. 141
Syverson Decl., Ex. A, Blumberg Report a 25.2 The authors studied a cohort of 2,
men over the age of sixty who reported at least three of the four symptoms: noctur
hesitancy, mcom&ﬂete emptying, andak stream, but who had never had non-cance
prostate 'surgery.ld.) The authors concluded that men with higher serum concentrg
of !}/copene, vitamin E, and selenium wépend to have reduced odds of LUTS by 57
49%, and 44% respectivelyld()

2" Plaintiffs argue that Bayer’s charactation of these conditions does not chan

r
that fact that indiwc?uals who suffer frometbe conditions exhibit serious prostate can
risk factors, and are therefore not “healthy” individuals.
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most males will eventually suffer from one of these conditions, the Court finds Dr.
Blumberg’s ultimate conclusions are based on reliable scientific principles and met
ogy?® (Doc. No. 192, Blumberg Decl., Ex. F, Blumberg Depo. at 116-117.) Thereft
even though Dr. Milman and Dr. Blumberg disagree over whether “healthy men”
includes men who suffer from BPH, HGPIN, or LUTS, such disagreement between
experts is not grounds for exclusio8ee McHugh v. United Serv. Auto. Asg¢é4 F.3d
451, 454 (9th Cir. 1999) (finding thatsgigreement among experts does not warrant
exclusion of such testimony).

Furthermore, Plaintiffs’ contention that Dr. Blumberg’s testimony in this case
contradicts his testimony offered @odec v. Bayeis also misplaced. I&odeg Dr.
Blumberg testified that the primary study relied on inRI@&M Wonderfuline of cases,
which involved participants who were giv®@OM juice but who already had prostate
cancer, was inadequate to show that adstenng POM juice to men without prostate
cancer would also prevent the disease. (Doc. No. 145, Ex. U., Blumberg Reépodea
v. Bayerat 12.) Here, however, three of the studies Dr. Blumberg relied on to form
ultimate conclusions regarding lycopemel g@rostate health were conducted in men
without prostate cancer, but instead wanéering from prostate related conditions
generally associated with the male agimmgcess (BPH, HGPIN, or LUTS). Although t
Court is cognizant that Dr. Blumberg also relied on three studies involving men wh

previously been diagnosed with prosteémcer, and were suffering from prostate can¢

during the course of these studies, the Court finds exclusion of these studies does
effect Dr. Blumberg’s overattonclusion regarding lycopef®.Thus, this is not the cas

2 This is further supported by the fact that the authors of Scmw_nlz§2008)
recommended that additional lycopene analysis may “serve as a basis for recomm

supplementation with choIJ:pene in the long-térmanagément of prostate health.” (Dog.

No. 192, Blumberg Decl, Ex. K at 53.)

2 Dr. Blumberg separates his conclusions regarding lycopene supplementati
prostate health benefits into separategaties— (1) benign prostate hyperplasia; (2)
prostate cancer; and (3) lower urinary tract symptoms and serum lyCopene, vitamir
and seleium—and makes a conclusiayarding the substantiation for Bayer’s
representation at the conclusion of eacliisec gDoc. No. 141, SyversonDecl., Ex. A,
Blumberg Report at 23-26.) Thus, the Court
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where Dr. Blumberg is attempting to emplylifferent level of academic rigor in the
courtroom than what is expected by him in his relevant figlde Bextra and Celebre
Mktg. Sales Practices and Prods. Liab. Litig24 F. Supp. 2d at 1171. Accordingly,
Plaintiffs’ arguments for exclusion on these grounds are also overruled.

Second, Plaintiffs contend Dr. Blumberg’s reliance on observational studies
linking the consumption of tomatoes or other food products to prostate health and/q
reduction in the risk of prostate cancer are unreliable and thus should be excluded
No. 141 at 18.) In support, Plaintiffs rely on: (1) a 2005 FDA Decision Letter denyil
two petitions for qualified health claims regag tomatoes, lycopene, and a reduction
the risk of certain forms of cancer, inding prostate cancer, (Doc. No. 141, Syversor
Decl., Ex. D, 2005 FDA Decision Letter); and (2) a recent district court decision in
Alliance for Natural Health U.S. v. Sebelit/$6 F. Supp. 2d 1, 19 (D.C.C. 2011),
wherein the court stated that “scientifienclusions from observational studies cannot

DI a
(Dc
g

—

be

drawn about a relationship between a food component and a disease.” Based on the

above, Plaintiffs seek to exclude the following studies relied upon by Dr. Blumberg
Trottier et al.(2010); Charet al. (2009); World Cancer Research Fund and the Amer
Institute for Cancer Research (2007); Médlsal. (1989); Etminaret al.(2004);
Giovannucceet al. (1995 and 2002); McCarwet al.(2005); and Jiaet al. (2005 and
2007). (Doc. No. 141 at 19:6-11.)

Although Bayer does not disagree with Plaintiffs that the FDA will not considse
rely on food intake studies as evidence pasticular nutrients’s effect on a disease,
Bayer nonetheless contends Plaintiffs’ objections are unwarranted because: (1) thé
FDA Decision Letter, and therefore by implication also the court’s reasonflgance,
are inapplicable because Baymver represented that tReoducts contained lycopene
reduce the risk of prostate cancer; (2) disagrent in the scientific community regardi
the import of food intake studies is notappropriate basis on which to exclude exper

b?/ Dr. Blumberg in the(;Prstate cancer” section, Kiet al.(2003), Ansari and Guptt
al. (2003), and Schrodet al. (2005), do not affect or change the reliability of Dr.
Blumberg’s overall conclusion regarding lycopenkl. &t 24-25.)
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testimony; and (3) Dr. Blumberg’s opinion thatopene supports prostate health is ba
on the totality of the evidence, not justfond intake studies. Moreover, Bayer argue
four of the eight studies Plaintiffs seek to exclude—Trotteal. (2010); Charet al.
(2009); World Cancer Research Fund and&heerican Institute for Cancer Research
(2007); and Etminant al. (2004)—are meta-analyses studies that include plasma ar
serum lycopene analysis in conjuctiwith lycopene food intake studies.
Although the parties do not dispute the FDA’s stance on the correlation of foq
intake studies and the substantiation of pregddsealth claims submitted to the FDA, tl
parties disagree as to the import, in the instant case, of the FDA’s decision to disre
such studies. For example, Plaintiffs contend the FDA'’s stance on the issue is disj
of whether the Court should exclude faathke studies relied upon by Dr. Blumberg,
whereas Bayer contends thBA's stance is contrary to the stance taken by the Worlq
Cancer Research Fund and the authors of @ah(2008)>° Moreover, Bayer contenc
that the FDA'’s decision to exclude food intake studies is inapposite to the instant c
because Bayer never represented that lyoepeduces the risk of prostate cancer.
Instead, Bayer only represented that lycopene supports prostate health, a “struc-
ture/function” claim, which does not need to be approved or evaluated by th& FDA.
Taking all the evidence into consideratitim Court finds Plaintiffs’ arguments d
to the weight rather than the admiskiy of Dr. Blumberg’s testimony See Milward v.
Acuity Specialty Prods. Gp., In639 F.3d 11, 22 (1st Cir. 2011) (“There is an import

® The World Cancer Research Fund (20@f)atuded that “the strongest evideng¢

sed

JJ

d/or
d
e
gard

DOSIti

)
S
Ase

0]

ANt

e

corresponding to judgments of ‘convincing’ and ‘probable,’ shows that foods containing

Ié/co ene . . . probably protect against priestancer.” (Doc. No. 192, Blumberg Decl|,
X

. N at 305.) Agreeing with th&orld Cancer Research Fund, Cleral.(2008) noted

that “it is proposed that the measuremeniyobpene concentration in blood may provide

a useful link between dietary lycopene kdand risk assessment in epidemiological
studies.” (Doc. No. 192, Blumberg Decl., Ex. O at 204.)

_ 1 A structure function claim is a statemdmat describes the role of a nutrient or
dietary ingredient intended to affect the structure or function in hunes21 U.S.C. §
343(r)(6)(A). Structure function claims do not require pre-approval by the FDA, bu
must include a mandatory disclaimer statimgt the FDA has not evaluated the claim i
that the product is not intended to “diagndseat, cure, or prevent any diseas€&e
Stanley v. Bayer Healthcare LI.80. 11¢cv862-IEG (BLM), 2012 WL 1132920, at*7
(S.D. Cal. Apr. 3 2012.)
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difference between what is unreliable support and what a trier of fact may conclude
insufficient support for an expert’s conclusign.In concluding that lycopene promote
prostate health, Dr. Blumberg considered et of different scientific studies, includ-
ing the clinical trials noted above—Mohamlyal. (2005), Schwaret al. (2008) and
Rohrmanret al. (2004)—retrospective observational food intake studies, and studie
analyzing plasma lycopene levels in conjunction with the intake of lycopene-rich*fo
(Doc. No. 192, Blumberg Decl., Ex. F. Blberg Depo. at 59:20-61:9, 62:5-24.) Thus
Plaintiffs’ request for piecemeal exclusionsaflected studies based solely on their
allegations that such studies, taken in isofg are unreliable, is an inappropriate grou
for exclusion and exceeds the court’s gatekeeping function under Rulén7@2.
Heparin Prods. Liab. Litig 803 F. Supp. 2d 712, 743 (N.D. Ohio 2011) (“Neither of
these sources, taken alone, would reliably detnatesthat it is more likely than not tha
contaminated heparin substantially increases the likelihood of HIT. But again, take
together with Dr. Jeske’s knowledge amxgerience, these studies are the type of
information on which pharmacologists typically rely Milward, 639 F.3d at 22 (“In
this, the court overstepped the authorized bownds role as gatekeeper.”). However
as stated above, to the extent Dr. Blumbrelges on scientific studies not available
during the Class Period (i.e., studies published after May 31, 2010), such studies g
excluded, as irrelevant to the determinadmvhether the Prostate Claims were false
misleading during the Class Period. Accordingly, Plaintiffs’ arguments for exclusio
this ground are also overruled.

Therefore, as further articulated above, because the Court finds Dr. Blumber
opinions and testimony regarding the sciensfibstantiation for Bayer’s representatio
regarding lycopene and the promotion adgiate health are both relevant and reli-

able—aside from the studies relied upon by Dr. Blumberg that were published aftef

Class Period—the Court overrules each of Plabjections. As a result, to the extg

~ #These later studies provide a strongé&nence that Ixcofpene Is indeed the
nutrient responsible for the beneficial effect observed in the food studies. (Doc. N¢
Blumberg Decl., Ex. F. Blumberg Depo. at 65:5-24.)
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not otherwise excluded, Dr. Blumberg'stienony regarding lycopene supplementatio
and prostate health will be considemsédjudicating Bayer’'s pending motion for
summary judgment.
4. Dr. Blumberg’s Opinions and Testimony Regarding Zinc and
Vitamin E

Dr. Blumberg also opines that zinc arithmin E support overall prostate health
helping to maintain a healthy prosta{®oc. No. 141, Syverson Decl., Ex. A, Blumber
Report at 7.) With regard to zinc, Dr. Blberg states that observational studies affirn
the essential role of zinc in controlling the physiological function of the prostate gla
while also demonstrating the importance of plasma zinc concentrations in reducing
risk of cancer and the onset or progressibBPH. (Doc. No. 141, Syverson Decl., Ex
A, Blumberg Report at 34.) Moreover, Blumberg opines that zinc’s antioxidant
properties have been shown to contribute to the overall health of the prostate glang
inhibiting cell damage, especially becauseias been shown to accumulate in the
prostate gland.lq.) With regard to vitamin E, DBlumberg states that basic research
studies have shown that vitamin E méfiget prostate cancer risk by altering sex
hormone concentrations and by providing chemoprevention by bolstering the immd
system. Id. at 36.) Accordingly, Dr. Blumbergpines that the scientific evidence
available during the Class Period substantiBegger’'s representations that both zinc a
vitamin E support prostate health.

Plaintiffs raise two primary objections to the admission of Dr. Blumberg’s
testimony regarding zinc and vitamin E) (r. Blumberg’s opinions are irrelevant
because the advertising statements at issoeern only selenium and lycopene, not zi
and vitamin E; and (2) Dr. Blumberg’s opanis are unreliable because they are baseq
unsound methodology. The Court addresses each in turn.

First, Plaintiffs suggest that Dr. Blunmigg opinions regarding zinc and vitamin B

should be excluded because they are irreletgaitite material issues in the litigation and

were only added by Bayer as a last mindtenapt to substantiate the prostate health

claim. Specifically, Plaintiffs maintain th#éte only representation “at issue” is whethe
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lycopene and selenium—and raic and vitamin E—support prostate health. (Doc. |
141 at 9:18-28.) In support of this contention, Plaintiffs point to language employe
the Court in its prior order granting Plaintiffs’ motion for class certification, wherein
Court stated that “Bayer asserted thaMen’s Vitamins provide the prostate health
benefits because they contained the ardiaxi lycopene and later, the trace mineral
selenium.” (Doc. No. 105 at 2:7-9.) Based on the above, and Plaintiffs’ argument
Bayer intended to, and did, convey a nedirkg campaign promoting lycopene and
selenium, and not zinc and vitamin E, Plaintiffs allege that the focus of this litigatior
been, up until now, whether lycopene anlegisieim support prostate health, and not
whether zinc and vitamin E support prostagalth. Accordingly, Plaintiffs assert that
Bayer cannot now attempt to substantiateafgesentations with nutrients that have
never been “at issue” in the litigation.

The Court finds these allegations disingenuous at best. As acknowledged by
Plaintiffs throughout this litigation, in a false advertising case brought under the UQC
CLRA, the products advertised benefitsgapressed through the products’ packaging
and advertisements, are the clainet thire “at issue” in the litigationSee Brockey v.
Moore, 107 Cal. App. 4th 86, 100, 131 (Cal. Ct. App. 2003) (stating that “the primal
evidence in a false advertising case is theedising itself”). Thus, as confirmed and
acknowledged by the Court in its prior order granting Plaintiffs’ motion for class
certification, “[tlhe advertising claim-the message conveyed by the labeling and
advertisements—is at issue here . . (Doc. No. 105 at 10:25-26.) Moreover, this
advertised message is the “overall messageeyed” and not parsed out segments of
that message, which have been selecteddartst based on a desire to substantiate a
particular argument (Id. at 10:28.) Thus, Plaintiffs cannot hide behind language us

¥ See Johnson & Johnson Vision Care, Inc. v. 1-800 Contacts2Bf F.3d 1242
1248 (11th Cir. 2002) (stating that a courtushanalyze the message conveyed in full
context” and “must view the face ofdlstatement in'its entirety . . .Qnited Indus.
Corp. v. Clorox Cq.140 F.3d 1175, 1180 (8th Cir. 1998) (g ] court must analyze th
message conve&ed within its full contextdyis Rent A Car SySInc. v. Hertz Corp
782 F.2d 381, 385-86 Q_Zd Cir. 1986) (noting importance of context and viewing the
advertisement in its entirety).
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by Bayer in prior court filings, or select langgafrom a prior order, albeit out of conte
to suit and support their particular argemts. To the contrary, the advertise-
ment—Prostate health with Lycopene, more Selenium, Vitamin E and Zinc—is whg
“at issue” here.

Moreover, Plaintiffs’ argument that Bayer marketed the Vitamin Products with
intent that lycopene and selenium werekbg ingredients linked to the prostate health
message, rather than zinc and vitamin E, is also unavailing. (Doc. No. 208 at 9.) A
stated above, false advertising claimnsught under the UCL and CLRA, focus on the
representations made on the productsdeettised in conjunction with the products;
intent of the defendant is irrelevarfee Chamberlan v. Ford Motor C869 F. Supp. 2¢
1138, 1144 (N.D. Cal. 2005) (rejecting argument that plaintiff must prove intent to
deceive under the CLRA). Therefore, the Gdunds Plaintiffs’ arguments for exclusiol

of Dr. Blumberg’s testimony based on the retemaof zinc and vitamin E without merit.

Accordingly, Plaintiffs’ objections on this ground is overruled.

Second, Plaintiffs contend Dr. Blumbergpinions regarding zinc and vitamin E
are unreliable and therefore should be exclud&h respect to zinc, Plaintiffs argue C
Blumberg’s opinions utilize unreliable methodology because: (1) he admits there a

human clinical trials examining the relatitiis between zinc and prostate health, (Do¢.

No. 141, Syverson Decl., Ex. C, Blumbddgpo. at 29:13-15, 196:24-197); (2) he relig
exclusively on observational studies even though he admits that observational stuc
not support causation,” (Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at
3); and (3) he concedes that zinc seppntation may actually increase the risk of
prostate cancer, (Doc. No. 141, Syvers@tlD Ex. A, Blumberg Report at 33:1-3).

Additionally, Plaintiffs maintain that studies based on men previously diagnosed with

prostate cancer, Epstashal. (2011); studies based on food intake questionnaires,

Gonzalest al.(2011); and studies based on a cotietabetween zinc and a reduction|i

BPH risk, Kristalet al. (1999 and 2008), should also be excluded as unreliable.
Although Plaintiffs make a valiant effort to exclude Dr. Blumberg's testimony
parsing selected sentences and phrasesH®heposition and expert report, the Coult
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finds such arguments without merit andead the Court’s “gatekeeping” functioBee
Sargon Enters., Inc. v. Univ. of S. G&l5 Cal. 4th 747, 772, 288 P.3d 1237, 1252 (20
(“The trial court’s gatekeeping role does nmotolve choosing between competing exps
opinions. The [United States Supreme Courtijngd that the gatekeeper’s focus ‘must
solely on principles and methodology, nottha conclusions that they generate.’ ”)
(citing Daubert 509 U.S. at 595). Here, the representation at issue is whether lycoj
selenium, zinc, and vitamin E support prostaalth. As stated above, this is conside
a structure/function claim that does najuge independent FDA evaluation, but only

requires submission of the claim to the FDA, non-opposition by the FDA, and placg
of a disclaimer on the product packaging s@that the FDA has not evaluated the clg
and that the product is not intended to ¢iase, treat, cure or prevent any disease.”
Stanley v. Bayer Healthcare LI.80.11CV862-IEG (BLM), 2012 WL 1132920 (S.D.
Cal. Apr. 3, 2012), appeal dismissed (J&Be2012) (citing 21 U.S.C. § 343(r)(6)(C); 2
C.F.R. § 101.93).

hene
red

men

m

o

1

Thus, as stated by Dr. Blumberg, a structure/function claim does not look at the

correlation between a particular nutrient andahgity of that nutrient to treat or cure a
disease. (Doc. No. 192, Blumberg Decl., ExBlumberg Depo. at 199:1-6.) Instead :
structure/function claim looks at whether a nutrient is essential to the function of a

particular body system or orgamgre the prostate glandld(at 199-200.) As such, Dr.

Blumberg opines that zinc supports prostealth based on zinc’s supportive role in

prostate physiology, specifically, that normal, healthy prostate glands contain a high

accumulation of zinc, and maintaining high ziegels is essential to inhibiting the
proliferation and invasive/migration adties of malignant prostate cellsld( Doc. No.

1S4

141, Syverson Decl., Ex. A, Blumberg Report at 31.) Dr. Blumberg bases this opinion o

several observational studies, Franklin and Cosétl&d. (2007), Leoneet al. (2006), Wu
et al.(2004), Itoet al.(2002), Kristalet al. (1999 and 2008), and Leitzmaanhal.(2003);
and a controlled clinical trial, Meyeit al.(2005). Therefore, because the level of
substantiation for a structure/function clainda health claim is markedly different, ar
Dr. Blumberg provides reliable scientiscipport for his conclusions, the Court finds
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Plaintiffs’ contentions go to the weight ratithan the admissibility of Dr. Blumberg’s
testimony. See Abarca v. Franklin Cnty Water Djst61 F. Supp. 2d 1007, 1028 (E.D.
Cal. 2011) (“Sears is qualified to opine on air emissions, analysis and modeling in |
case and her calculations can be challenigexdigh cross-examination and presentatid
of contrary evidence.”).

Furthermore, the Court finds Plaintiffsappropriately parse sentences from Dr.
Blumberg’s report to fit their respectivegaiments, and therefore, such arguments arg
both unpersuasive and unavailing in light of Blumberg’s actual representations. Fc
example, Plaintiffs cite to a selected sen&eim Dr. Blumberg'’s report, wherein he stat
that “observational studies alone do potve causation.” (Doc. No. 141, Syverson
Decl., Ex. A at 9:2-3.) However, Pldiifis fail to include the surrounding language,

his

n

eS

which describes and defines Blumberg’s opinion, especially as it relates to the weight

given observational studies in the context of structure/function claims. Dr. Blumbe
complete statement reads as follows:

Clinical trials try to minimize some_of these variables by creating highl
specific inclusion and exclusion criteria for selecting subjects and confrol-
ling the intervention with only one or two nutrients or doses. Nutrition
supplement claimdo not require randomized clinical trials to draw an
inference of causation to substantidie supplement claims. In the context

of nutrition supplement®bservational studies are particularly important
because they have the capacity taraime a diversity of volunteers in very
large cohortS and investigate many iatging associations between diet and
lifestyle factors. While observational studies alone do not prove causation,
they can be used to draw an infaref causation when viewed in conjunc-
tion with the totality of the eviden@nd are commonly used to substantiate
structure function claims. Thus, nutrition supplement claims can be substan-
tiated through a combination of observatl studies, basic research experi-
ments, and/or randomized clinical trials, the combination of which is known
as the totality of the evidence.

(Doc. No. 141, Syverson Decl., Ex. A, Blumbd&tgport at 8:24-9:7) (emphasis added).

Similarly, in an attempt to persuade the Court that Dr. Blumberg has actually
opined that zinc may increase the risk afgtate cancer, Plaintiff’s cite the following

sentence from his report: “other cohort andeeesntrol studies have observed that long-

term and/or high dose zinc supplementsmay increase the risk of prostate cancer.”
(Doc. No. 141, Syverson Decl., Ex. A, Blumbétgport at 31:1-3.) However, the worc
Plaintiffs elected to omit are telling, espéigian light of the fact that Dr. Blumberg
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explicitly stated that the Vitamin Productpresented no risk when taken as directed.
(Id.) Thus, the complete sentence includeB®inBlumberg’s report states the followin
“other cohort and case-control studies halieerved that long-term and/or high dose Zzi
supplements (in amounts not found in daily doses of the Vitamin Products) may ingr
the risk of prostate cancer.ld() Accordingly, the Court finds Plaintiffs’ arguments for
exclusion of Dr. Blumberg’s testimony regarding zinc supplementation and prostate
health without merit and potentially deceptive.

With respect to vitamin E, Plaintiffs contend Dr. Blumberg’s testimony is unre
able because: (1) he relies on observationairamiro studies without the appropriate
foundational evidence supporting his extrapiotg and (2) he relies on clinical and
observational studies involving trial subjects previously diagnosed with prostate can
Thus, Plaintiffs argue Dr. Blumberg's tesony regarding vitamin E should be exclude
because there is conflicting evidence regaydhe beneficial effects of vitamin E
supplementation and the promotion of prostate health. (Doc. No. 141 at 21:15-27.

Again, Plaintiffs’ arguments go to the weight rather than the admissibility of Dr.

Blumberg's testimony See Matrixx Initiatives, Inc. v. Siracusari@1 S. Ct. 1309, 1319

Q2

nc

eas

cer.

Q

(2011) (“A lack of statistically significant data does not mean that medical experts have

no reliable basis for inferring a causal lioétween a drug and adverse eventsipkins

v. Dow Corning, Corp 33 F.3d 1116, 1125 (9th Cir. 1994) (finding admissible testimony

based on scientific studies and “corraditorg evidence found in studies conducted on
animals”). In forming his opinion regarding vitamin E, Dr. Blumberg considered the
totality of the evidence, including controlled clinical trials, and observationahantto

studies. (Doc. No. 141, Syverson Decl., Ex. A, Blumberg Report at 34-37.) Specifijcally

Dr. Blumberg relied on: (1) the Alphastopherol, Beta-Carotene (“ATBC”) study, a
randomized clinical trial finding a statistlbasignificant 32% decrease in the incidenc

D

of prostate cancer for men receiving wiia E supplementation as compared to a
placebo, I[d. at 34-35; Doc. No. 192, Blumberg Decl., Ex. R, Heinogieal. (1998)); (2)
the Supplementation en Vitamins et Mineraux Antioxidants (“SU.VI.MAX") study, a

randomized double-blind, placebo controlled primary prevention trial finding beneficial

43 09cv1935 AJB (DHB)
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effects of vitamin E supplementation on men but not in women; and (3) countless
observational anph vitro studies. Thus, this is not the eaghere an expert is presenti
unreliable and baseless conclusioBge Primianp598 F.3d at 564, 566 (“[T]he test
underDaubet is not the correctness of the expert’s conclusions but the soundness
methodology.”) (internal citation omitted).

Therefore, as stated above, the Céiads Dr. Blumberg’s testimony regarding
zinc and vitamin E are relevant to the legatl factual issues presented in the litigatiol
and are based on reliable amdiisd scientific principles. However, to the extent Dr.

of his

—

Blumberg relies on scientific studies conducted or published after the end of the Class

Period, such studies are excluded as irreletatite determination of whether there wg
scientific support for Bayer’s prostate ltbaepresentation during the Class Period.

In conclusion, the Court finds each of Plaintiffs’ objections go to the weight ra
than the admissibility of Dr. Blumberg’s testimongee Prime431 F.3d at 1153 (statin
that the proper inquiry focuses “solely on principles and methodology, not on the
conclusions that they generate”) (internal quotations omitRal)pert 509 U.S. at 595
(finding that “[a]s long as the process is\gally reliable, any potential error can be
brought to the attention of the jury through cross-examination and the testimony of
experts”). Accordingly, Plaintiffs’ motion to exclude the testimony and opinions of [
Blumberg is DENIED, and the Court considers this evidence when adjudicating Ba
pending motion for summary judgemeriee Lust By & Through Lu&9 F.3d at 598
(9th Cir. 1996).

D. Bayer’s Motion to Exclude Plaintiffs’ Marketing Expert Dr. Maronick

Dr. Maronick was retained by Plaintiffs independently review and analyze
Bayer’'s marketing materials and the extensive body of market research conducted
commissioned by Bayer for the purpose of marketing and advertising the Vitamin
Products during the Class Period. (Doc. No. 199 at 4:10-12; Doc. No. 189, Ex. A,
Maronick Report 1 4.) Specifically, Dr. Marick focused on: (1) Bayer’s research an
marketing strategies prior to the launchOAD Men’s Health in 2002; (2) the evolutior]
of Bayer’s marketing message regagdOAD Men’s Health from 2002 to 2009; (3)
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Bayer’s research and marketing stragsgirior to the launch of OAD Men’s 50+
Advantage in 2007; (4) the evolutionBéyer's marketing message regarding OAD
Men’s 50+ Advantage from 2007 to 2009; and (5) the ultimate decision by Bayer tg

remove the Prostate Claims from the Products’ packaging beginning in 2009. (Dog¢.

189, Ex. A, Maronick Report § 6.) Basedareview of Bayer’s internal documents,
declarations from Bayer’s exdotes and Bayer’'s marketing expert (Dr. Ravi Dahr), &
third-party market research reports commissioned by Bayer during and before the
Period, Dr. Maronick concluded that:

[tlhrough consideration of various changes in the medsagad additional

claims (lycopene, selenium, ginko, Omega-3),dhe constanivas that at

all times’throughout 2002-2009 and 2007/-2009, both OAD Men’s Health

Formula and OAD Men’s 50+ Advantagespectively, stressed that the

roduct promoted prostate health anaémtuced the risk of prostate cancer.

n fact, even when other ingrediemisre added, the research showed the

“driving force” or “Reason to Believe” (RTB) the two sub-brands was the

fact that they were sPecmcaIIy foutated for prostate health. Moreover,

Bayer’s promotion or lycopene and latelenium as added ingredients were

based on the, allegedly false, prapos that these ingredients promoted

prostate health and/or redudhe risk of prostate cancér.
(Doc. No. 189, Ex. A., Maronick Report § 8) (emphasis added).

Bayer seeks to exclude Dr. Maronick’s testimony on the following grounds: (]
opinions are unreliable because they areébasted on accepted scientific principles an(
methodology and contradict undisputed facts; (2) his testimony is nothing more tha
narrative history and he imprapeparrots the conclusions reached by third-party ma
research firms; and (3) his opinions arelevant because they fail to address any
material issues in the case, specificallfpether consumers were deceived by the acty
Prostate Claims made by Bayer during the Class P&ri¢oc. No. 155 at 3-4.)
Although not specifically raised by BayeretRourt first addressees Dr. Maronick’s

gualifications and then addresses B&ay/eemaining substantive objections.

* Maronick has one primary opinion—thae prostate health and/or prostate
cancer message was a constant’in the piomof the Vitamin Products. (Doc. No. 17
Ex. B, Maronick Depo. at 43:13-44:1.) The rekhis opinion is really a “sub-set” of thi
primary opinion. Kd.s)

% Ba%_er made five separate objectiondfaronick’s testimony. However, the
Court combined the first and fourth objections and the second and third objections
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1. Dr. Maronick’s Qualifications

It is undisputed that Dr. Maronick is qualified to render an expert opinion in th

field of marketing® (Doc. No. 155 at 4:16-17; Doc. No. 199 at 6-7; Doc. No. 189, E
A, Maronick Report at 2 n.1.) Dr. Maronic&ceived a Master of Science in Business

Administration (MBA) from the University obenver, a Doctorate in Business Adminis-
tration (DBA) with a major in marketing from the University of Kentucky, and a Juri$

Doctorate (JD) from the University of Banore School of Law. (Doc. No. 189, Ex. A,
Maronick Report I 1.) He currently teashundergraduate and graduate courses in
strategic marketing and marketing reseatfowson University, where he has been
since 1987, and has taught graduate aedwve development courses at a number g
other universities in the Baltimore and Washington, D.C. areds. Nloreover, from
1987 to 1997, Dr. Maronick was the Director of Impact Evaluation in the Bureau of
Consumer Protection at the FealeTrade Commission (“FTC”).1d. at T 2; Doc. No.
199, Ex. G, Maronick Depo. at 50:5-51:5.) this position, Dr. Maronick served as the
in-house marketing expert for all divisiomgherein he was responsible for evaluating
information submitted by firms being invesdtgd by the FTC, and for the design and
implementation of all consumer ezgch undertaken by the Agencyd. @t 1 2; Doc. No.
199, Ex. G, Maronick Depo. at 50:5-51:5.) Furthermore, Dr. Maronick has reviewe
designed, and overseen approximately 3&tsamer surveys, (Doc. No. 199, Ex. G,
Maronick Depo. at 20:6-22:9), and publidh@eer-reviewed articles on marketing and
advertising principles and the impactoérketing on consumer behavior, (Doc. No. 1
Ex. A, Maronick Report Ex. 1 at 3.) Accongjly, the Court finds Dr. Maronick qualifie
to offer an expert opinion in this case.

I

I

I

% Neither party asserts that Dr. Maronislgualified to give an expert opinion
regarding the validity or scientific suppdor the Prostate Claims during the Class
Period. ?Doc. No. 155 at 4; Doc. No. 199 at 6.)
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2. Bayer’s Substantive Objections tdr. Maronick’s Testimony and
Opinions

As stated above, Bayer contends Dr. Maronick’s testimony is: (1) not reliable
because he did not independently revibes underlying methodology employed in the
third-party market research reports; (2) redevant because none of the research he
reviewed is determinative of whether coneers were actually deceived by the represg
tations at issue; and (3) not useful to the trier of fact because his report is nothing 1
than a narrative history of Bayer’'s marketiof the Vitamin Products both before and
during the Class Period. Although Dr. Maronick’s testimony is arguably reliable—a
experts may rely upon “facts and data” of oth&o long as the opinions and conclusio
were developed by artwr expert for purposes other than litigatierand relevant—as
Plaintiffs must prove that the representatiahgssue were “material” to a reasonable
consume¥—Dr. Maronick’s testimony mst nevertheless be excluded.

Under Federal Rule of Evidence 702(a), expert testimony is admissible if it is
based on “scientific, technical, or other specialized knowledge” that “will help the tr

fact [] understand the evidence or [] determine a fact in issue.” Fed. R. Evid. 762¢q);

also Moses v. Payné55 F.3d 742, 756 (9th Cir. 200@8Under Rule 702, expert

¥ In re Imperial Credit Indus., Inc. Sec. Litj@52 F. Supp. 2d 1005, 1012 (C.D.
Cal. _2003?1_(“Such documents therefore bear independent indicia of reliability, unlik
opinion which is generated solely for the purposes of litigatio8duthland Sod Farms
v. Stover Seed Cdl08 F.3d 1134, 1142 (9th Cir. 1997) f he fact that Engelke’s
opinions are based on data collected by otiserematerial.”). Moreover, objections
based on the inadequacies and flaws in an underlying surve (%o to the weight rath
the admissibility of expert testimonydemmings v. Tidyman'’s [n@285 F.3d 1174, 118§
(9th Cir. 2002) (“[O]bjections to the inaduacies of a study are more appropriately
considered an objectlongom to theighe of the evidence rather than its -
admissibility.”); Daubert 509 U.S. at 596 (stating that “[v]igorous cross-examination

Presentation of contrary evidence, and carefstruction on the burden of proof are the
.

aditional and appropriate means” of attacking expert testimony). Plaintiffs also cg
that Bayer is simply wrong that Dr. Maronick “knew nothing about the underlying d¢
of the market research.” (Doc. No. 190 at 10-11.)

% Davis-Miller v. Auto. Club of S. CalR01 Cal. Afé) 4th 106, 122, 134 Cal. Rpf
3d 551, 563 (Cal. Ct. App. 2018s modifiedNov. 22, 2011) (“This provision requires
that Rlalntlffs in a CLRA action show not only that a defendant’'s conduct was dece
but that the deception caused them ha@ausation, on a classwide basis, may be
established by materiality.”).
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testimony is helpful to the jury if itamcerns matters beyond the common knowledge
the average layperson and is not misleadingiifed States v. Hann293 F.3d 1080,
1086 (9th Cir. 2002) (quotingnited States v. Morale408 F.3d 1031, 1039 (9th Cir.
1997) (en banc)). Thus to the extent apest simply rehashes “otherwise admissible
evidence about which he has no personal knowledge, such evidence—taken on its
own—is inadmissible Highland Capital Mgmt., L.P. v. Schneid&79 F. Supp. 2d 461
468 (S.D.N.Y. 2005) (stating that even though an expert may rely upon the facts or
of others in formulating an expert opinidan expert cannot be presented to the jury
solely for the purpose of constructingaatual narrative based upon record evidence”
Here, as acknowledged by Dr. Maronibks report provides a “chronological
picture” of the development of the prostate health message throughout the history
OAD Men’s Health and OAD Men’s 50+ Advage. (Doc. No. 189, Blood Decl., Ex.

A, Maronick Report § 7.) Thus, apart from his short conclusion and summary opinljn,

11Y% pages of Dr. Maronick’s 12 page report is nothing more than a synopsis of B3
marketing of the Vitamin Products duringcabefore the Class Period, quoting exten-
sively from both third-party market resrch reports and Bayer’'s own internal
documents? Therefore, to the extent suahderlying evidence would be admissible a
trial, either as a business record, agBiin by a party opponent, or probative of Bayer
knowledge regarding the reasons the Produete marketed with specific representa-
tions, Dr. Maronick’s report offers nothimgore than a factual narrative of these
document$® See In re Rezulin Prods. Liab. Litigg09 F. Supp. 2d 531, 551 (S.D.N.Y.

% Dr. Maronick’s report contains six semtis organized in paragraph format: ?1)
Back%round and Qualifications 1 1-7; (2) Summary Opinion Y 8; %’3 heoretica
Foundation for Opinions 1 9-11; (4) Pre-Launch Period (2001-2002) 11 12—17;1%52
Men'’s Health Formula 62004-2009% a@d\D Men's 50+ Advantage '\512007_-2009) 1
18-38; (6) Conclusion /1 39-40. (Doc. N@&9, Blood Decl., Ex. A, Maronick Report.)

0 See Metro-Goldwyn-Mayer Stogi Inc. v. Grokster, Ltd454 F. Supp. 2d 966,
974 (C.D. Cal. 2006) (“Documents that b&reamCast’s trade names, logos, and
trademarks are statemebtg StreamCast itself, and are admissible as admissions by
garty-o%oonent under Rule 801(d)(2) atternatively as non-hearsay to show
treamCast’s state of mind.'Jea-Land Serv., Inc. v. Lozen Int'l, LL285 F.3d 808,
819 (9th Cir, 2002) (“Rule 803(6) allowsetladmission of business records when two
foundational facts are proved: (1) the writing is made or transmitted by a person wi
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2004) (rejecting portions of plaintiffs’ exp&rtestimony that was “a narrative reciting
selected regulatory events” because “[s]uclema, to the extent it is admissible, is

properly presented through percipigntnesses and documentary evidenckikCo,

Inc. v. Fujitsu Ltd. No. 00Civ7242 (SAS), 2002 WL 1585551, at *1-2 (S.D.N.Y. July|(16,
2002) (where expert’s reponias based on a review aiter alia, “documents, computer
documents, computer files, deposition transcripts and exhibits,” the “testimony by fact
witnesses familiar with those documents vebloé far more appropriate . . . and rendels
[the expert withess’] sendhand knowledge unnecessary for the edification of the jufy”)
(citation and internal quotations omitted).

Moreover, although, Plaintiffs adamantly argue that Dr. Maronick’s testimony|will

help the trier of fact understand over a “decade’s worth of complex market research,” th
Court is not persuaded. Exclusionf Maronick’s testimony does not prohibit
Plaintiffs from calling Bayer eecutives to the stand at trial, or questioning represents

p=—4
1

tives from Bayer regarding the results anddusions reached by the third-party markket
research firms, and the impact these ltedwad on Bayer’s marketing of the Vitamin
Products in this case. Nor would there bg prohibition for Plaintiffs to call the authois
of the research reports with regard toitifermation provided to Bayer. None of this

evidence or testimony requires the providence of an exBedMedia Sport & Arts s.r.l.
v. Kinney Shoe CorpNo. 95-CIV-3901(PKL), 1999 WL 946354, at *3 (S.D.N.Y. Oct
19, 1999) (stating that where expert'stimony “is not based on personal knowledge, [but
instead on his review of documents and déjoms produced by the parties,” the expeit’s

testimony “may not take the place of thatlé individuals who actually negotiated the
deal”) (citations omitted)Taylor v. EvansNo0.94CIV 8425 (CSH), 1997 WL 154010, at
*2 (S.D.N.Y. Apr. 1, 1997) (rejecting portions of expert report on the ground that th

1%

knowledge at or near the time of the incidesttorded, and (2) the record is kept in the
course of regularly conducted business activity.”) (internal quotations omitted).
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testimony consisted of “a narrative of theeagich a lay juror is equally capable of
constructing”);United States v. Hamaket55 F.3d 1316, 1331-32 (11th Cir. 200B);
Coast Brokers & Packers, Inc. v. Seminis Vegetable SeedNm@:07-cv-171 T-
26TBM, 2008 WL 5093602 (M.D. Fla. Dec. 2008) (stating that Federal Rule of
Evidence 1006 permits a party to presentcibrents of “voluminous writings, record-
ings, or photographs which cannot convenieb#yexamined” in the form of a “chart,
summary, or calculation” and that a witnegsovpresents this type of summary testimc
gualifies as a lay witness under Rule 701gcdrdingly, Bayer’'s motion to exclude Dr.
Maronick’s testimony and opinions is GRANTED.
[I.  Bayer's Motion for Summary Judgment

Plaintiffs allege Bayer violated the W@nd CLRA by misrepresenting that the
Vitamin Products support prostate health egatlice the risk of prostate cancer. (SAC
2.) Specifically, Plaintiffs contend that Bayepresented that zinc, vitamin E, lycoper
and selenium support prostate health Rhastate Health Claim), and that emerging
research suggests selenium may reduce skefiprostate cancer (the Prostate Cance
Claim), even though Bayer did not have “adequate substantiation” for either repres
tion.*? (Id. at 11 2, 44 & 61.) Accordingly, Plaifft allege that the Prostate Claims ary
false, misleading, and reasonably likely to deceive the puldicat 11 2, 74 & 75), and

~ “The Court finds the third-party marketsearch reports admissible as either a
business record or probative of Bay V\_/Iedgbe regardln%the marketing and
development of the Vitamin Products dur efore the Class Period. However,
because manufacturers are not prohibited from marketing products based on cons
Preferences—to the extent not otherwise prohibited by law—the Court finds admis:

hese documents, on their own, do not assist PlaintiffS in meeting their ultimate bur
roof under the UCL and CLRASee Ramirez v. Labor Ready,.Ingo. 836186-2, 2002
L 1997037, at *7 (Cal. Super. Ct. July 12, 2002) (stating that under the UCL and

CLRA “the intent of a defendant and tkikowledge of consumers are both irrelevant”);

Chern v. Bank of Americdp Cal. 3d 866, 876, 127 Cal. Rptr. 110 (Cal. 1976). This
further supported by the fact that Bayer does not contest that the Vitamin Products
marketed to consumers to promote prostatth and/or reduce the risk of prostate
cancer. The Court addresses Bayer’s rem@iavidentiary objections, to the extent
necessary, when adjudicating Bayer’'s pending motionfor Summary judgment.

~ “Plaintiffs also allege that the Progt&llaims violate the UCL and CLRA becal
scientific research actually indicates tBatenium supplementation may be harmful.
(SAC 11 23-45.) As stated above, the first claim was made with respect to both Pr
whereas the second claim was only madth respect to OAD Men’s Health.
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seek redress for California consumers in thenfof a refund of the purchase price, act
and punitive damages, injunativelief, and/or an order requiring Bayer to engage in
corrective advertising]d. at 1 3, 21, 22 & 41.)

Bayer seeks summary judgment on three independent grounds: (1) Plaintiffs
claims are preempted by federal law; (2) RI&si claims are based on “lack of substat
ation” rather than proof of falsity or decepti and (3) Plaintiffs have failed to proffer g
viable measure of damages underlt@. and CLRA. Although the Court finds
summary judgment is warranted based sadalylaintiffs’ failure to show that the
Prostate Claims were false or deceptive wimade, the Court nonetheless considers {
parties’ respective preemption argumentsweieer, because Plaintiffs have failed to
raise a genuine dispute as to the truth, falsity, or deceptive e Prostate Claims,
the Court need not addresses the partespective arguments regarding damages.
Accordingly, the Court first outlines thelegant law under the UCL and CLRA, and th
addresses the parties’ resipee arguments regarding preemption and lack of substan
tion.

A. I(_:el_%:l’IA\Elements for False Adverising Claims Under the UCL and

The UCL prohibits any “unlawful, unfaor fraudulent business act or practice |i
addition to any] unfair, deceptive, untruenoisleading advertising . . . 7 Cal. Bus. &
Prof. Code 88 17200 & 17500 (Section 17500 makes it an unlawful for a business
disseminate any statement “which is untruen@leading, and which is known, or whic
by the exercise of reasonable care woul#romvn, to be untrue or misleading”). The
CLRA prohibits “unfair methods of corefition and unfair or deceptive acts or prac-
tices.” Cal. Civ. Code § 1776gee also Nagel v. Twin Labs., Int09 Cal. App. 4th 39,
51-52 (Cal. Ct. App. 2003) (“Under the CRRa defendant may be liable for deceptive
practices in the sale of goods or servimesonsumers including: representing the goo
have ingredients they do not have; representing the goods are of a particular stang

51 09cv1935 AJB (DHB)

ual

nti-

he

en

tia-

h

as
ard,




© 00 N oo O M~ W N PP

N NN NN N N NDND P B P B P P PP re
© N o 00 A W N P O © © N O o » W N B O

quality or grade, if they are not; and adigng goods with the intent not to sell them 3

advertised”) (citing Cal. Civ. Code § 1770(a)(5), (7) & (9)).

Claims under either the UCL or CLRa#e governed by the “reasonable consun
test, which requires plaintiffs to proveatimembers of the public are likely to be
deceived.” Williams v. Gerber Prods. C0552 F.3d 934, 938 (9th Cir. 2008) (citing
Freeman v. Time, Inc68 F.3d 285, 289 (9th Cir. 1995)). “Whether a practice is
deceptive, fraudulent, or unfair is generallguestion of fact which requires consider-
ation and weighing of evidence from both sides . .Litfear Tech. Corp. v. Applied
Materials Inc., 152 Cal. App. 4th 115, 134 (Cal. Ct. App. 2007) (internal citations
omitted). The UCL and CLRA prohibits “notly advertising which is false, but also
advertising which although true, is eitherwumdly misleading or which has the capacity
likelihood or tendency to deceive or confuse the publiasky v. Nikelnc., 27 Cal. 4th
939, 951 (Cal. 2002).

Moreover, in a false advertising case under the UCL and CLRA, the plaintiff
“bears the burden of proving that the defendant’s advertising claim is false or misle
ing.” Nat| Council Against Health Fraud, Inc. v. King Bio Pharitmc., 107 Cal. App.
4th 1336, 1342 (Cal. Ct. App. 2003). Private individuals may not bring an action
demanding substantiation for advertising claims. Instead, pursuant to California By
& Professions Code 8§ 17508, only prosecutinipauities may require an advertiser to
substantiate its advertising claimisl. at 1343see also Chavez v. Nestle USA,,Inc
No.CV09-9192 GW(CWXx), 2011 WL 2150128, at *5-6 (C.D. Cal. May 19,
2011)(dismissing plaintiff's claim for false advertising because plaintiff's factual
allegation that defendant dinbt possess requisite scientific evidence for claims was
insufficient to state a claim under California false advertising law) (affirmed in part
reversed in partfraker v. Bayer Corp 2009 WL 5865687, No. CVF 08-1564 AWI

er’

ad-

Isine

and

GSA, at *8-9 (C.D. Cal. Oct. 6, 2009) (dismissing plaintiff's claim for false advertising

because plaintiff alleged only that defentaad “no reasonable basis, consisting of
competent and reliable scientific evidencsubstantiate” its health-benefit claim relats
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to “WeightSmart” multivitamin). The purpose of allowing only prosecuting authoriti
and not private persons, to seek substaatiaf advertising claims under California
Business & Professions Code § 17508 is t@Vpnt undue harassment of advertisers”
and provide “the least burdensome methodladhining substantiation for advertising
claims.”

B. Federal Preemption Under the Nutrtion Labeling and Education Act

First, Bayer argues that Plaintiff's UGInd CLRA claims are preempted under {
Nutrition Labeling and Educatn Act (“NLEA”), 21 U.S.C. § 342t seq, which is
administered by the FDA. Spécally, Bayer contends thaiecause the FDA drafted a
approved the statement “selenium may redbeeisk of certain forms of cancer” any

claims based on this approved language are preerfip{Bac. No. 172, Def.s’ RIN, EX.

B.) Bayer then extends this contention tguar that because “pragé cancer” is just a
specific “form of cancer,” and that “sorseientific evidence” is essentially synonymot
with “emerging research,” Bayer’'s repeegation that “emerging research suggests
selenium may reduce the risk of prostate cancer” is squarely within the ambit of the

language approved by the FOA. In response, Plaintiffs do not dispute or contest the

* Section 403A of the NLEA, 21 U.S.C. § 343-1(a)(5), which is the preemption

provision, states:

(a) Except as provided in subsection (b) of this section, no State or political

subdivision of a State may directly or indirectly establish under any

authority or continue in effect as émy food in interstate commerce. ", .

(5) any requirement respecting any clainthod tyﬁe described in section 343(r)(

of this'title, made in the label or labadj of foodthat is not identical to the

requirement of section 343(r) of this title, except a requirement respecting a ¢

tmhadte_zﬂln the label or labeling of foadhich 1s exempt under section 3 3(r)(5£))(B)
is title.

44 Specifica}\lx, Bayer argues that: %]lb elaims based on class members who
purchased OAD Men’s Health from 2006 (wh@e Prostate Cancer Claim was first

added to the products’ packagm% untihd 2009 (when the FDA issued its revised

decision) are preempted by the 2003 FDA Decision Letter; and (2) all claims based
class members who purchased OAD Méthézlth from June 2009 until May 2010 (wh
the Prostate Cancer Claim were removedftbe products’ packa%lng) are nonetheles
still preempted by the 2003 FDA Decision Letter because the 2009 FDA Decision |
has no force in light of the court’s decisiomliiance 714 F. Supp. 2d at 58 (finding
revised language authorized by FDA in the June 2009 Decision Letter unconstitutiq
an impermissible infringement on commelapeech). Moreover, Bayer argues that

even after the 2009 FDA Decision Letter the FDA ‘still permitted claims based on th
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language actually approved by the FDA, but instead argue that preemption under t
NLEA does not apply because Bayer'pnesentations exceeded the narrow language
actually authorized by the FDA. &Court is inclined to agree.

Federal law preempts state law whél):a congressional statute explicitly

preempts state law (express preemption); (2)réddaw occupies a legislative field to an

extent that it is reasonable to conclude angress left no room for the state to regul
in that field (field preemption); or (3)ae law conflicts with federal law (conflict
preemption).See Chae v. SLM Carp93 F.3d 936, 941 (9th Cir. 2010). In contrast t
express preemption, field and conflict preemption are examples of implied preempit
because there is an inference that Congréissdegoom for state regulation or that stats
law actually conflicts with federal lafé. See Ting v. AT&T319 F.3d 1126, 1136 (9th
Cir. 2003). Bayer seeks summary judgment based on express and implied preemy
under the NLEA.

Here, although the Court finds Plaintiffs’ claims would be preempted under N
if they were based solely on represewtadi exactly replicating and not exceeding the
language actually approved by the FDA, th&resentations at issue clearly included

ualified health claims permitted ingt2003 FDA Decision Letter. The 2009 FDA

ecision Letter approved the following quadd health claim: “Two weak studies
suggest that selenium intake may redueertbk of prostate cancer. However, four
stronger studies and three weak studies showed no reduction in risk. Based on th¢
studies, FDA concludes that it is highly unlikely that selenium supplements reduce
risk of prostate cancer.SeeAlliance 714 F. Supp. 2d at 58.

_ * A federal law impliedl%/ preempts a stdaw “where it regulates conduct in a
field that Congress intended the Federal Government to occupy exclusikelglish v.
Gen. Elec. C9496 U.S. 72, 79 (1990). Field preemption may be implied from a
“scheme of federal regulation . . . so peivass to make reasonable the inference tha
Con%ress left no room for the Statesup@ement it, or where an Act of Congress
touch[es] a field in which the federal interesso dominant that the federal system wil
be assumed to preclude enforcemertdtate laws on the same subjedd’ (internal
citations omitted) (quotingice v. Santa Fe Elevator Coy 331 U.S. 218, 230 (1947)).
“Conflict preemption analysis examines fiederal statute as a whole to determine
whether a party’s compliance with both fealeand state requirements is impossible o
whether, in light of the federal statut@srpose and intended effects, state law poses
obstacle to the accomplishment of Con%:ress’s objectiwahistler Invs., Inc. v.
Depository Trust and IeanngBCQr,p539 .3d 1159, 1166 (9th Cir. 2008) (citi@gosby
|

v. Nat'l Foreign Trade Councgib30 U.S. 363, 373 (2000)).
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additional language never approved or even considered by thé°FB#e Lam v. Gen.
Mills, 859 F. Supp. 2d 1097, 1103 (N.D. Cal. 2012) (UCL and CLRA claims challen
food labeling preempted because suchhtsaivere “expressly permitted by FDA regule
tions”); Dvora v. Gen. MillsNo. CV 11-1074-GW(PLAX), 2011 WL 1897349, at *3-6
(C.D. Cal. May 16, 2011) (sam&ckerman v. Coca-Cola CdNo. CV-09-0395 (JG)
(RML), 2010 WL 2925955, at *7-8 (E.D.N.Y. JuBi, 2010) (UCL and CLRA claims
preempted because challenged labeling comphi¢h “the FDA'’s express decision”).
For example, the 2003 FDA Decision Letter authorized the following language:
Claim One: Selenium may reduce the risk@tain cancers. Some scien-
tific evidence suggests that consumption of selenium may reduce the risk of
certain forms of cancers. However, the FDA has determined that this
evidence is limited and not conclusive.
(Doc. No. 172, Def.s’ RIN, Ex. B at 32003 FDA Decision Letter) (emphasis added)
This language was approved by the FDAeasponse to a petition filed by a non-party 1
this litigation, who requested approval @dith claims based on the relationship betw
selenium and a reduced risk of ceratimis of cancers, and between selenium and
possible anticarcinogenic effects. (Doc. No. 172, Def.s’ RIN, Ex. B at 34, 2003 FD
Decision Letter at 1.) Although the petition examined studies analyzing selenium
supplementation and a reduction in the oskrostate cancer, the petition never re-
guested, and the FDA never issued, a qudlifiealth claim specifically linking seleniun
supplementation to a reduction in the risk of prostate cancer.
In comparison, the product packaging @AD Men’s Health, which included the
representation Bayer now argues is preempted based on the 2003 FDA Decision L
included the following language:
Did you know that prostate canceth®& most frequently diagnosed cancer
in men and that emerging research suggests elenium may reduce the risk ¢

prostate cancer? One-A-Day Men’s Hed-ormula is a complete multivita-
min plus key nutrients including Selenium to support a healthy prostate.

* “Federal ag’_%n_c action short ofmeal notice and comment rulemaking can
preempt state law.Reid v. Johnson & JohnspN0.11CV1310 L BLM, 2012 WL
4108114 (S.D. Cal. Sept. 18, 20129 also Holk v. Snapple Bev. Co&r/5 F.3d 329
(3d Cir. 2009)Geier v. Am. Honda&b39 U.S. 861 (2000).
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Selenium may reduce the risk of c@mteancers. Some scientific evidence
suggests that consumption of Selenium may reduce the risk of certain forms
of cancer. However, FDA has determirtadt this evidence is limited and

not conclusive.

(Doc. No. 142, Weiss Decl., Ex E, packaging exemplar) (emphasis added).

Therefore, based on even a cursory juxtaposition of the language actually approv

by the FDA in 2003 and the language actually used by Bayer on the product packaging

for OAD Men’s Health, it is clear th&@ayer exceeded the bounds of the language
authorized by the FDA. Although Bayer makeshant effort to convince the Court th
preemption nonetheless applies to the enBpresentation because the statement is
simply a more specific reference to arfehe cancers upon which the FDA-approved
statements are clearly based, the Courbtspersuaded. Under the UCL and CLRA it
the overall representations that matterd aot parsed out segments of the overall
message See In re Clorox Consumer LitjgN0.12-00280 SC, 2012 WL 3642263, at *
(N.D. Cal. Aug. 24, 2012) (“The overall message of the commercials is that cats pr
Fresh Step because they are “smart enough to choose the litter with less odors.”).
because the statement “emerging resesuigigests selenium may reduce the risk of
prostate cancer” was never considered or approved by the FDA, Bayer's argument
preemption applies to the entire repreagan included on the product packaging for
OAD Men'’s Health is unavailingy. Cf. POM Wonderful, LLC v. Coca-Cola-GC679
F.3d 1170, 1176-78 (9th Cir. 2012) (finding predimp applicable where “private partig
are undermining, through private litigationetRDA’s considered judgments”). Accorc
ingly, Bayer’s motion for summary judgment based on preemption is DENIED.

I

*” Although the Court is cognizant thabgtate cancer is a “certain form of
cancer,” the Court finds preer?)p lon doesaoﬁ)éto the entire representation include
on the product packaging for OAD Men’s&lth because the FDA elected not to

authorize a qualified health claim basedlus specific language. Bayer acknowledge

this point at oral argument, recognizing ttieg Prostate Cancer Claim is more speciii¢

than the language actually approved by tBé\Fand that the FDA elected not to appra
this “more specific’ language. NevertheleBayer requested preemption based on th
“specific language” actually approved by the FDA.
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C. “Lack of Substantiation”

Second, Bayer contends summary judgnséould be granted with respect to eg
claim—the Prostate Health Claim and #Pr@state Cancer Claim—because Plaintiffs
have no evidence that the claims weredalsdeceptive when made, and instead both
claims are based on an improper “lack of substantiation” tf&dry support, Bayer
relies on two unreportedderal district court cases that have rejected similar claims:
Stanley v. Bayer Healthcare LI.80.11cv862-IEG (BLM), 2012 WL 1132920, at *3
(S.D. Cal. Apr. 3, 2012) arfsicheuerman v. Nestle Healthcare Nutritibre., Nos. 10-
3684 (FSH)(PS), 10-5628(FSH)(PS), 2012 WL 2916827, *8 (D.N.J. July 17, 2012)
Bayer also cites to many instances in #neord where Plaintiffs contend that Bayer’s
representations were false or deceptigeause they were based on inadequate or
insufficient scientific evidence, essentiadlgguing that Bayer’s representations violate
the UCL and CLRA because they are unsubstantfated.

s Bayer seeks_summarw’udgment on theskxte Health Claim with respect to
each of thé four nutrients that form thasis of the representation—zinc, vitamin E,
lycopene, and selenium.

* |In Stanley the plaintiff brought UCL and CLRA claims alleging that the
defendant’s adveértising for digestive hegitioducts was false and/or misleading beca
the defendant allegedly mi@ unsubstantiated claimStanley 2012 WL 1132920, at * 2
The plaintiff argued that these claims wélkse and misleading because “a majority of
data generated in peer reviewed, douliledbplacebo controlled studies, relating to
probiotics, Iarﬂelly suggests that probistitave little effect on human digestive or
Immune health.”ld. at * 5. The court granted defendants’ motion for summary
Ju_dg?ment, finding that “the alleged lack of substantiation Ldld] not render claims fals
misleading under the UCL or CLRAId. at * 4. Similarly, theSCheuermagourt _
gra_nted summary ud%m_ent on plaintiffs’ UCL and CLRA claims, finding that “PN hil

laintiffs’ e_xperts_[lf[oo ] issue with the strength and significance of [Nestle’s studies
support of its position], their criticisms [did] not satisfy Plaintiffs’ burden of
demonstrating that the “clinically showndertising claims are false or misleadindd.

0 Bayer cites to the following instancestime record wherein Plaintiffs appear tg
base their allegations on a “lack ot substtion” theory: “Defendants do not have a

single properly conducted clinical trial treatbstantiates their claim” §SAC, Doc. No. 22

at 1 2) (emphasis added); “Scientific research doesubstantiate Defendants’ Prostate
Claim, including the claim that the Productghathe ‘key nutrient’ selenium reduce the
risk of prostate cancer and support prostate health’a( | 22) (emphasis added);
“Whether Defendants had adequsaibstantiation for the Prostate Claim prior to makin
it” (1d. at 1 61) (emphasis added);“Bayer tried to conceal its laskbstantiation for the
rostate health claim” (Mot. for Class Cef@oc. No. 73 at 3) (emphasis added); “Bay
lacked anysubstantiation for the implied claim that more selenium resulted in an
increased benefit to menld( at 6) (emphasis added); “Bayer never had clinical proof
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In response, Plaintiffs do not dispute that private plaintiffs under the UCL ang

CLRA are prohibited from bringing a “lack of substantiation” claim, but contend thag

instant action is not based on “lack of dainsiation” because the Prostate Claims wer
provably false and/or reasonable likely to deeaionsumers. Plaintiffs also maintain

thatStanleyandScheuermarthe two unpublished district court cases Bayer relies up
are readily distinguishable. Plaintiffs argoanleyis distinguishable becauseStanley

(1) plaintiffs’ first expert never explainedhy the defendant, as opposed to anyone el
would have to independentlprduct clinical studies to render the advertisements at
false or misleading; (2) plaintiffs’ secongpert only asserted that the claims lacked

the
2

on,

Se,

SSUE

substantiation; (3) both of plaintiffs’ experts admitted that the products at issue could be

beneficial to many users; and (4) neither of plaintiffs’ experts reviewed any of the 1
articles defendant had produced regarding the usefulness of the product at issue.
Similarly, Plaintiffs argué&scheuermais distinguishable because in that case the
plaintiffs alleged that defendant’s adirsing was false simply because it was not
substantiated. Therefore, Plaintiffs argue that neienleynor Scheuermaare on
point because substantial evidence existszimat vitamin E, lyopene, and selenium dg
not support prostate health and do not redibeeisk of prostate cancer. As such,
Plaintiffs argue this is not a case whBagyer’s representations have no evidentiary
support one way or the other—and thus an improper lack of substantiation case—
case where Bayer’s claimsvwsactually been disproved.

substantiating its _|i)_rostate health claimid. at 1%) (emphasis added); “Bayer was well
aware of its Iinability t@ubstantiate its claims” (d. at 18 (emphasis added); “[T]here i
no credible scientifiC evidence that supports Bayer’s advertising claims that lycopene
supports a health prostate” (Doc. No. 1W&iss'Decl. Ex. A, Milman Report at 6)
(emphasis added); “[S]cientific evidence daale in 2002 about the effect of selenium
supplementation in humamss limited, inadequate, and insufficient to support
advertising health claims begun at the time by Bayer that selenium in One-A-Day Me
Health Formula supports a ealth¥ prostatd’ &t 17) (emphasis added); “[S]cientific
evidence available in 2006 about the effgicselenium supplementation in humans
remained limited, inadequate and insufficient to support advertising health claims by
Bayer that selenium in One-A-Day Mertgalth Formula and in One-A-Day Men'’s 50
Advantage supports a healthy prostate thatl selenium in One-A-Day Men’s Health
Formula also may reduce the risk of prostate and other forms of caltet 26-27)
(emphasis adde(%.
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The Court first addresses whether the RitesClaims were provably false in ligh
of the scientific research available durihg Class Period—with respect to each of thg
four nutrients—and then addresses whethainkifs have proffered sufficient evidence
to raise a genuine dispute as to whethemRltostate Claims were likely to deceive a
reasonable consumeNissan Fire & Marine Ins. CoLtd. v. Fritz Co.Inc., 210 F.3d
1099, 1106 (9th Cir. 2000) (“The moving party may produce evidence negating an

1”4

essential element of the nonmoving party’secas, after suitable discovery, the movinf
ial

party may show that the nonmoving party doeshave enough evidence of an essen
element of its claim or defense to carryutsmate burden of persuasion at trial.”).
1. wgdeéher the Prostate Statements Were Provably False When

As an initial matter, Bayer argues Plaintiffsnnot prove that: (1) zinc and vitam
E do not support prostate health;)(B’copene and seleniudo not support prostate
health; and (3) seleniudoes not reduce the risk of prostatancer. Accordingly, Bayer
contends that each claim is based @tKlof substantiation” and seeks summary
judgment on each allegation as it relates ppesentations regarding each nutrient for
relevant segment of the Class Peri@dhyer’s first two contentions argue summary
judgment should be granted with respect toRinostate Health Claim, also referred to
Bayer as the structure/function claiamd Bayer’s third contention argues summary
judgment should be granted with respedhi® Prostate Cancer Claim. The Court
addresses each in turn, dividing the argumeendssmaller segmentd the overall Class
Period where applicable.

a. Zinc and Vitamin E and the Prostate Health Claim

First, Bayer argues summary judgment shdddyranted with respect to represen-

tations relating to zinc and vitamin E becabBaintiffs have admitted that these claims
are based on lack of substantiation rather than proof of falsity. In support, Bayer re
Dr. Milman'’s report and deposition transcript, wherein Dr. Milman states that he is
“aware there is a lack of substantiation fore[istatements that zinc and vitamin E play
role in maintaining prostate health].” ¢b. No. 172, Weiss Decl., Ex. A, Milman Repo

59 09cv1935 AJB (DHB)

n

the

by

blies




© 00 N oo O M~ W N PP

N NN NN N N NDND P B P B P P PP re
© N o 00 A W N P O © © N O o » W N B O

at 46 n.2; Ex. B, Milman Depo. at 53:10-23.) More importantly, Bayer argues Dr.
Milman, who is Plaintiffs’ designated scieneepert, admits that there is no proof that
zinc and vitamin Elo not support prostate health. (Doc. No. 172 at 13:3-20) (emphg
added). Bayer cites the following deposition testimony of Dr. Milman in support.

Q. I'masking you to point me to convincing—what you have considered
convincing research that the zinc in those products and, let me add
during the class period, did not support prostate health?

A.  You're asking me to %rovide you examples of studies that prove a nege
and there are no such studies, to the best of my knowledge, studies tha
proven that—people just don't publish negative studies, in general.

(Doc. No. 172, Weiss Decl., Ex. B, Milman Depo. at 75:5-14.)

Q. Correct. So my statement is corrgeii can’t point me to studies that you
personally conclude providmnvincing evidence that zinc in Men’s Healt
and Men’s 50+ do not support prostate health, correct? _

A. Correct. | cannot point you to a study, a zinc supplementation study in
healthy men with healthy prostates to answer the question whether zing
supplémentation maintains prostate health.

(Id. at 77:2-10.)

There’s no convincing evidence that vitamin E in the context of Men’s
Health and Men’s 50+ that is takesth selenium does not support prostaj
health, correct? _ _ _ _ o

A. Correct. I'm not aware of any evidesin which selenium and vitamin E
were tested concurrently in welbreducted studies at the doses in the
products and answer the question that you proposed.

(Id. at 82:7-15.)
Notwithstanding Plaintiffs’ inability to point to any proof that zinc and vitamin

do not support prostate health, Bayer conten@sedhs a large body of scientific resear¢

that proves that these nutriedtssupport prostate health. (Doc. No. 172 at 13.) In
support, Bayer relies on Dr. Blumberg’s report and the following excerpts from Dr.
Blumberg’s deposition. (Doc. No. 172, Blumberg Decl., Ex. A at 3137.)

t Although not cited to directly by Bayer, Blumberg states the following
conclusions regarding the zingtamin E, and prostate health.

Despite a lack of human trials isbigy the effects of zinc supplementation
and mixed data as it relates to gabe cancer risk, observational studies
affirm the essential role of zinc gontrolling the physiological function of
the prostate gland while also demonstrating the importance of plasma zinc
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(Doc.

Q. Qkay. Absent any type of clinicalal on trial zinc’s effects on prostate
health, we’'re still'basically speculatiog the cause and effect relationshiy
of zinc on prostate health, correct? _

A. No. It's a structure function claimn this case for zinc. So we’re not
talking about a cause and effect of any disease. We’'re just saying that
zinc is important for the function of the prostate gland. _

So it’s clear from lots of studies that zinc is an essential mineral to
support the proper functlonln% of the — seminal fluid. If there’s no
zinc, seminal fluid will not protect sperm. It will not be of the correct
viscous nature. So it won't work to promote reproduction when that’s
gomg to happen. _ _

o it’s absolutely clear, and any textbook will tell you, that zinc
concentrates in the Frostate at higlesels than any other tissue, and
that zinc is absolutely essentiat the function of the prostate gland,
this particular function of maintaing levels of citrate in the seminal
fluid. That is a function of the prostate gland.

My evaluation, I'm trying to cover all BPH and prostate cancer, and
so on, when I'm talking about all ¢iese nutrients. But in a structure
function claim, I'm basmq my statement that zinc is essential to the
function of the prostate ﬁ and becauo$ds essential role in maintain-
ing and roducmg healthy seminalifl, which is a major function of
the prostate gland.

No. 172, Weiss Decl., Ex. F, Blumberg Depo. at 198:23-200:3.)

Q. And | wasn't referring to the claim. | guess what | was trying to get at wj
you said earlier when we talked abolmical trials give us the cause and
effect, sort of, relationship, we get a hypothesis, and some evidence frg
observational, and so therefore withaal clinical trials, | was saying we
still don't know the cause and effect on zinc, do we?

A. That's correct. I'm talking about zinc playing a role in supporting a
healthy prostate, and it does so, | know, | mean the evidence is un-
equwociaH, !8 supporting the function of the production of healthy
seminal fluid.

(Doc.

(Id. at 36:1-7.)

concentrations in reduced canead BPH risk. Furthermore, zinc’s
antioxidative properties contribute to overall health by inhibiting cell
damage, and particularly to the healthlod prostate given zinc’s affinity for
accumulating in the prostate gland. Tdfere, zinc plays an important role
in promoting and maintaining prostate health.

No. 172, Blumberg Decl., Ex. A, Expert Report at 34:5-11.)

While some of the above studies indicate a null effect, the mixed data does
not nullify those observational studies and randomized clinical trials
demonstrating a beneficial relationship between vitamin E and prostate
health and potentially the reductiongrbstate cancer risk. Additionally, the
evidence appears strongest that vitakimas a beneficial effect on the risk

of Prostate cancer in smokers. In my opinion, the overall body of vitamin E
data in conjunction with the well-edblished antioxidant properties of

vitamin E indicates vitamin E supports prostate health.
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(Id. at 200:4-20.)
In response, Plaintiffs argue that zared vitamin E do not support prostate hea
and may actually hurt prostate cancer patients, and that the advertising “at issue” ¢

only on lycopene and seleniunmdanot on zinc and vitamin E. With regard to the firsg

argument, Plaintiffs cite to Zhareg al.(2009) and Lawsost al.(2007). Specifically,
Plaintiffs contend that the Zhang studyow/ed that “[lJong-term zinc intake from
multivitamins . . . was associated witld@ubling in risk” of prostate cancer,” (Doc. No.
212, Blood Decl., Ex. 34, Zhang Study), and that the Lawson study found an “incre
risk of prostate cancer mortality among men with heavy multivitamin use who took
supplement,” (Doc. No. 212, Blood Decl., Ex. 35, Lawson Study). Plaintiffs also sti
that Dr. Milman testified that “SELECT gvides convincing evidence that vitamin E”
increases the “risk of prostate cancefDoc. No. 212, Blood Decl., Ex. 31, Milman
Depo. at 78:23-79:10.) Moreover, notwithslang the potential harmful effects of zinc
Plaintiffs argue that Dr. Milman testified thiiere is no evidence that zinc or vitamin |
supplementation plays a role in maintaining prostate health.

Q...

that vitamin E supports prostate health?

A. My opinion is that vitamin E, supplements or vitamin E as part of the
two products given to men who are — who are otherwise healthy and
with 'a normal prostate, there’s no evidence that vitamin E supple-
ments to such People plays a role in maintaining prostate health.

Q. Allright. So let’s talk about and do you have the same opinion with

A {(espect to zinc?

: es.

(Id. at 53:10-23.)

...S0is itgour opinion that there is a lack of substantiation for the clai

ente

ased
a zin

Ate

With regard to the second argument, Plaintiffs contend that Bayer did not “concoc

a vitamin E/zinc strategy until expert repOngere exchanged, and thus any “post hoc
untimely “Hail Mary” attempt should be rejected by the Céurthis argument is then

%2 Plaintiffs cite to many instancestime record when, accordlnﬁ_ to Plaintiffs,
Bayer stated that lycopene and seleniumevtiee driving nutrients behind the Prostate
Claims. Sege.g F oc. 190, Blood Decl., Ex. A, Maronick Report § 40) (stating that
Bayer promoted lycopene and seleniurs tfae ingredients which promoted prostate

health and/or reduced thakiof prostate cancer%to(. at 135) (discussing the transitior
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re-enforced by Dr. Milman’s rebuttal report, @&kin he states that: “It is my understand-

ing that Bayer’s labeling and marketingprresentations do not link supposed prostate
health benefits to vitamin E and/or zifar.. Blumberg, however, opines that vitamin E
and zinc also play a role in maintainingpgtate health. Howekgbased on my experi-

ence and expertise, | am aware that theeelask of substantiation for Dr. Blumberg’s

claims.” (Doc. No. 142, Weiss Decl., Ex., C at 3 n.8)

Although Plaintiffs make a valiant effaxt stress the potential harmful effects of
zinc and vitamin E, and argue that neithetrient should be considered when assessi
the truth or falsity of the Prostate Heatkaim, the Court finds both arguments withou
merit. First, Plaintiffs’ argument that zinc and vitamin E may actually hurt prostate

9

cancer patients is unsupported, misconstruegWdence, and does not take into account

recommended dosage instructions displayed on the Products’ packaging. This wa|
confirmed by Dr. Milman in his deposition:

Q. Well, so, Lawson is irrelevant on two levels. Number one, it deals
with men who report an excessive use of multivitamins, and that’s —
that would be not the P_ro_duct_s when taken as directed here. So
Lawson dealt with multivitamins ingested more than seven tlmeS_Per
week. In addition, Lawson is a study that specifically had to do with
mu#:tl’\)ntamlns and not specifically sélenium and lycopene; is that
right”

A. Thatis correct.

(Doc. No. 222, Hussy Decl., Ex. C, Milman Depo. at 51:6-14.)

from lycopene, as the key ingredientst&lenium); gDoc. 190, Blood Decl., Ex. N,
10/13/11 Nunziata Depo. at 3:16—14:5% d#sog that the introduction of the prostate
health claims were tied to lycopendy.(at 32:19-33:1) (statmg that I%cogene was the
ingredient that supports the prostate health message at 2d0%};80:8-15) (finding
that Bayer began using selenium as the support for the prostate health claimsin 2(

S

06);

Eld. at 108:16-109:7) (stating “selenium to support prostate” was the “reason to believe”

Ex. 6, 5/11/10 Nunziata interview at 22:20:4) (“My advertising clearly was around
one in three men will develop prostadsues. One-A-Day Men’s was specially
formulated with selenium to support prosth&alth. That'is consistent with all”of the
messaging that | produced while | was onlihend.”); (Ex. 40, 2008 email) (stating thg
selenium was adopted as the “supportedggnt” in place of lycopene); (Ex. 41)
(depicting the labeling transition from lycapeto selenium); (Ex. 42) (showing the
dramatic growth behind the new “lycopenekiaie” message); (Ex. 43) (stating that tt
“Special Ingredient” was selenium); and (Doc. No. 73, EX. 25) (citing television ads
“with Lycopene, which Harvard studissiggest may help prostate health”).
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Moreover, Bayer clearly representedttiinc and vitamin E support prostate
health, not that the nutrients prevent agaimseduce the risk of prostate cancer. Thu
Plaintiffs’ argument that the nutrients may in fact hurt prostate cancer patients doe{

5 Not

raise a genuine dispute regarding the falsgeaeptive nature of Bayer's representations.

Finally, although Plaintiffs claim that Dr. Blumberg improperly relies on limiedtro,
animal, observational, or small-scale studeesonclude that vitamin E helps support g

healthy prostate, Dr. Milman, Plaintiffs’ sciamexpert, explicitly states that such studies

can be used when evaluating a structurefion claim such as this. (Doc. No. 212,
Blood Decl., Ex. 31, Milman Depo. at 209:18-211:24.) Thus, Plaintiffs seems to

contradict their own arguments regarding the types of studies and research that can be

considered when evaluating a structure/fuorctilaim. Nonetheless, even if the Court
found Dr. Blumberg's testimony unpersuasivetlis ground, Plaintiffs have the ultima
burden to show that the statementissitie are false or misleading, not Bayfer.
Second, Plaintiffs’ argument that Bayer should not be permitted to rely on zin
vitamin E to substantiate the Prostate Health Claim is misguided. In a false advert
claim, whether or not the representationssiie are false or misleading must be mad
based on the entirety of the representati®ae Brockeyl07 Cal. App. 4th at 100, 131
Cal. Rptr. 2d 746, 756 (stating that “the primawdence in a false advertising case is
advertising itself.”). Thus, Plaintiffs cannetect to disregard certain parts of the

representation to prove or disprove theaimls. Furthermore, and perhaps more telling,

although Plaintiffs try to mischaracterize Ba\g reliance on zinc and vitamin E as a
“Hail Mary” attempt that should not be allowdtie record is clear that Plaintiffs were
aware that Bayer based this repredsortaon all four nutrients—zinc, vitamin E,
lycopene, and selenium. For examplghatJanuary 25, 2010 dejamn of Sefali Patel,
which Plaintiffs attached to their oppositidtatel was questioned about the effectiven

3 Additionally, because Bayer’s represéiuas regarding zinc and vitamin E onl
relate to f‘gorostate_ ealth” and not the metron of “prostate cancer,” any studies citeq
by P|E|i_lntlbf|S showing that zinc and/or vitamin E do not prevent prostate cancer are
inapplicable.
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of zinc, vitamin E, lycopene, and seleniwnith regards to the Prostate Health Claim.
Thus, it is disingenuous for Plaintiffs to now argue that they had no knowledge, pric
the disclosure of expert reports, that Brestate Health Claim was made in reliance o
all four nutrients. Accordingly, in the absmnof affirmative scientific evidence availak
during the Class Period that proves that zinc and vitamin E did not support prostate
health, the strength of Bayer’s evidencatslevant and Plaintiffs’ claims are based or|
“lack of substantiation” rather than proof of falsity.
b. Selenium and Lycopene and the Prostate Health Claim
Second, Bayer contends that Plaintiffeallenge to the statement that lycopene

Dr to

-

\1%4

and selenium support prostate health is based on lack of substantiation because Plainti

have admitted that they have no proof tladeshent is actually false. Bayer cites the
following deposition testimony of Dr. Milman in support.

Q. Itis also true to say thatith respect to lycopene, your Opinion
Number 1, it is not’your opinion that there is convincing scientific
eV|dent(;)e establishing that Lycopene does not support prostate health,
correct”

A. Correct, to the best of my knovdge, there haven’t been any supple-
mental studies of lycopene in healthy men looking at the maintenance
of a healthy prostate.

(Doc. No. 172, Weiss Decl., Ex. B, Milman Depo. at 147:7-15.)

Q. And you have not rendered an opinion that there existed from the
Perlod 2002 through the end of Zoaﬁmlncm% scientific evidence

hat selenium did not support prostate health, correct? _

A. Right, I think that’s correct. | think we already discussed the issue that
I’'m not aware of any studies in the time period that — supplemental
studies in healthy men without prostate cancer that proved that sele-
nium does not maintain prostate health.

(Id. at 123:24-124:9.)

Q. [l]s there any study that was published in 2006 which you are testify-
Ing provides convincing scientifevidence that selenium does not
suggort prostate health?
A. In 2006, and I'm not aware of any.
(Id. at 149:21-150:1.)

Bayer further states that regardless ofRifis’ failure to cite to any scientific

evidence showing that lycopene and selendo not support prostate health, there is
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ample scientific data that provides supporttfe Prostate Health Claim. For example
Bayer states that there are well-desigmaddomized controlled trials that provide
credible evidence that lycopene suppletagan inhibits benign prostatic hyperplasia
(“BPH”) or lower urinary tract symptom(8LUTS”), both of which are adverse condi-
tions associated with male aging that afficsignificant portion of the otherwise health

male population. (Doc. No. 172, Blumberg Decl., Ex. A, Blumberg Report at 23-24,

Moreover, Bayer cites to observational data based on the Third National Health an
Nutrition Examination Survey, which demoragtrd that men with higher serum concel
trations of lycopene had a 57% lessaite of experiencing LUTS, and experienced
pronounced benefits from greater concdrires of lycopene in combination with
selenium and/or vitamin E—a combination that was present in the Products throug
the entire Class Period. (Doc. No. 172, Blumberg Decl., Ex. A, Blumberg Report a

In response, Plaintiffs contend that Dr. Milman plainly testified that there is n(
evidence that lycopene supplementation plays a role in maintaining a healthy prost
(Doc. No. 142, Weiss Decl., Ex. A, Milman Report at 6) (“In my professional opinio
and within a reasonable degree of scientific certainty, there is no credible scientific
support for Bayer’s advertising claims thatdpene supports a healthy prostate and n
reduce the risk of prostate and other formsaofcer.”). In support, Plaintiffs cite the
following excerpts of Dr. Milman’s deposition testimony:

Q. Paqﬁz 6 of your main reﬂort. Now, your terminology is slightly differ-

ent here than some of the other things | think I've read in your reports,
and what you say here is, “In rpyofessional opinion, and within a_
reasonable degree of scientific Certgjthere is no credible scientific
evidence that supports Bayer’'s advertising claims that lycopene
ISLéppIementatlon supports a healthy prostate.” Do you See that?
0.

Now, credible, it's a value ladevord, so what's credible to you
might not be credible to me and vicas@& So let’s take thai adgectlve
out, just for purposes of my next question. Is it your opinion that for
the time period 2002 through 2009, there is no Scientific evidence that
supported Bayer’s advertising claim that lycopene supplementation
supports a healthy prostate? _ o
A. Yes. And even though it doesn’t say it there, the assumption is sup-

ports a healthy prostate in an otherwise healthy male.

(Doc. No. 212, Blood Decl., Ex. 31, Milman Depo. at 189:7-190:4.)

o
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Additionally, Plaintiffs contend that the following evidence supports and/or wa
the basis for Dr. Milman’s opinion regarding lycopene: (1) the 2005 FDA Decision
Letter; (2) the 2004 National Advertisimyjvision Letter (2004 NAD Letter”); and (3)
countless internal emails and/or documeatied upon by Bayer during the Class Peri
First, Plaintiffs contend that the 2005 FID%&cision Letter is proof that lycopene does
not support a reduction in the risk of prostate cancer, and thus by implication, also
provides definitive proof that lycopene doed promote overall prostate health. (Doc
No. 212, Ex. 22, FDA Letter Nov. 8, 2005.) dapport of this contention, Plaintiffs rely
on language utilized by the FDA in the 20D&cision Letter, wherein the FDA stated
that “no studies provided information abautether lycopene may reduce the risk of
prostate cancer” and “there is no créelibvidence supporting a relationship between
lycopene consumption . . . and prostate cancéd.) Second, with regard to the 2004
NAD Letter, Plaintiffs contend this evidence proves that Bayer knew its representat
in the Firehouse Commercial were false antsupported by the evidence. (Doc. No.
212, Ex. 23, 2004 NAD Letter) (stating that the firehouse commercial included the
following representation: “by taking One-A-Pavith lycopene, men could reduce theil
risk of prostate cancer or other prostateblems”). Finally, with respect to Bayer’s
internal documents, Plaintiffs highlight thedecuments in an attempt to show that Ba
knew that lycopene supplementation was hota to support prostate health, (Doc. N
212, Blood Decl., Ex. 32 at JOHNSBAY-265702) (J@\clinical data like interventional
studies with lycopene supplementation ardlalske and health benefits [of lycopene ar

still hypothetical”), and that Bayer knew suchiots were false and/or deceptive, (Dod.

No. 212, Blood Decl., Ex. 33, July 2007 Biregarding lycopene article/tomato

claims)>*

* The email discusses a JNCI article, whstated there was no credible evideng
that tomatoes prevent lung, colorectal, breastyical or uterine cancers, and that ther
was very limited evidence that tomatoes can reduce the risk of prostate, ovarian, g
and pancreatic cancer. The email also ntitatthis finding was consistent with the
2005 FDA Letter. (Doc. No. 212, Ex. 2:yly 2007 JNCI Article) (finding no credible
evidence supporting a relationship betweéebhane and cancers). Thisis not the san
email Bayer argued should be excluded on evidentiary grounds.
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As stated above, Plaintiffs’ conclusory arguments do not raise a genuine disf
to whether lycopene and selenium supporttateshealth. With regard to lycopene,
although Plaintiffs adamantly argue tlia¢re was no “credible evidence” to support

Bayer’s contentions, the Court finds suchuanents contrary to the evidence and base

on “lack of substantiation” rather than proof of falsifyee Stanley2012 WL 1132920,
at *3. First, although Plaintiffs’ arguments regarding the 2005 FDA Decision Letter|
factually correct, they are once again not reheva the representations at issue in this

case. The 2005 FDA Decision Letter wasdaponse to a petition submitted on behalf

the American Longevity, Inc., requesting liealaims characterizing the relationship
between the consumption of lycopene, tomatoes, and lycopene-containing tomato-
foods, and the reduction in the risk of certeorms of cancer, including prostate cance
Here, however, Bayer only represented thabpene supported a healthy prostate, nof
that emerging research suggested thaipgne supplementation reduced the risk of

Jute ¢

are

of

base

=

prostate cancer. Moreover, even thoughRD@ denied the request in 2005, the Agency

did authorize the following qualified health claim: “Very limited and preliminary
scientific research suggests that eating calétb one cup of tomatoes and/or tomato
sauce a week may reduce the risk of ptestancer. FDA concludes that there is little
scientific evidence supporting this claim(Doc. No. 212, Ex. 22, FDA Letter Nov. 8
2005.) Thus, Plaintiffs reliance on the 2(IBA Decision Letter is unavailing, and in
fact lends support for Bayer's representation.

Second, Plaintiffs reliance on the 2004 NAD Letter is also misplaced. Plainti
only cite half of the NAD’s conclusions, leaving out material findings made by the N

> Bayer’s objection to the admission of the 2005 FDA Decision Letter is over
To the extéent relevant, such evidencegmeBayer’'s knowledge during the relevant
Class Period regarding the scientific subs#dion for the Prostate Health ClairBee
United States v. Tamuré94 F.2d 591, 598 (9th Cir. 1982) (finding that statements
offered to show “knowledge” are non-hearsay under Federal Rule of Evidence 801
However, as stated below, to the extemiimRiffs attempt to use this information to
sustain their burden of proof regardn:r?sumer deception, such arguments are
unavailing. See Haskell v. Timénc., 965 F. Supp. 1398, 1406-07 (E.D. Cal. 1997)
(finding that the “plaintiff must demonsteaby extrinsic evidence, such as consumer
survey evidence, that the challengestesnents tend to mislead consumers”).
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regarding lycopene and prostéealth, which is the repredation at issue in this case.
For example, after reviewing the FireheuGommercial, the NAD stated that the

“express claim” concerning lycopene and prtesteealth is literally accurate because tl
scientific studies relied upon by Bayer shoveecbrrelation between intake of lycopen
and prostate health. The NAD did howeakyo recommend that any “implied claims”
that lycopene has a cancer preventive effealliscontinued because the message is I
broader than the research at that timeasupport. Thus, although Plaintiffs’ excerpts
from the 2004 NAD Letter is factually correBayer never represented that lycopene
prevents prostate cancer—instead, Bayer explicitly linked any claims relating to prg
cancer prevention to selenium supplementation.

Finally, the Court finds Plaintiffs inappropriately pluck quotes from internal B3
documents in an attempt to convey a palicmessage. The entire lycopene messag
states:

“Lycopene facts: Known as a very potent antioxidant. Epidemiological

cancers, e.g., incidence fostate cancer is lower in men with [a] diet rich

in tomatoes (excellent source of Lycopg The suggested Intake Level is 3

mg - 7 mg and deduced from recommended 5-6 servings of fruits and

N Copane SUPPBMENIATON ATS avalaktel NEATh benents thereiare stil

hypothetical.”

(Doc. No. 212, Blood Decl., Ex. 32 at JOHNSBAY-265702.)

Moreover, Plaintiffs do not state wh#rese internal documents were produced
and/or how such documents do not support the structure/function claim linking lycg
to prostate health; a claim that the NAD duat find to be false in 2004. (Doc. No. 212
Ex. 23, NAD Findings.) Thus, because Bagsly represented that lycopene supports
“prostate health,” the JNIC article attte corresponding 2007 email, both of which we
highlighted by Plaintiffs, do not raise a genuine dispute of a material fact regarding

Plaintiffs’ claims as they relate to lgpene supplementation. Accordingly, in the

* The Court also overrules Bayer’'s objection to the admission of the 2004 NA
Letter. To the extent relevant, suelidence goes to Bayer’s knowledge during the
relevant Class Period re ardlﬂﬁ scientific substantiation for the Prostate Heath Clg
gele Tamura694 F.2d at 598. Plaintiffs’ arguments regarding deception are addres

elow.
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absence of affirmative scientific evidereeailable during the Class Period that proves
that lycopene does not support prostagalth, the strength of Bayer’'s evidence is
irrelevant and Plaintiffs’ claims are based on “lack of substantiation” rather than prg
falsity.
C. Selenium and the Prostate Cancer Claim/Prostate Health
Next, Bayer conte%ﬁlggummary judgment is warranted regarding its represer
that selenium may reduce the risk of prostatecer (the “Prostateancer Claim”). This
representation was made in connection with OAD Men’s Health from 2006 until the
of the Class Period. Bayer separates@AD Men’s Health Class Period into two
separate time periods: (1) claims based@onsumer purchases from 2006 until Decen
ber 2008 (when SELECT was published); andc(@ims based on consumer purchase
after December 2008 until the end of the Class Period (May 31, 2010). Bayer argy
summary judgment is warranted with regard to both time periods. The Court addre
each in turn.
I Falsity of the Prostate Cancer Claim from 2006 until
December 2008
First, Bayer contends Plaintiffs have not presented any evidence negating th
Prostate Cancer Claim frometldate the representation was first displayed on OAD
Men’s Health product packaging in 2006 until publication of the SELECT study in
December 2008. In support, Bayer relies onBmberg’s testimony, which highlights
three (3) randomized clinical trials pritar the publication of SELECT, all of which
showed a positive correlation between selansupplementation and a reduction in thg
risk of prostate cancer, and Dr. Blumberg’s findings that no similar studies conduct
during that period showed a negative or null reSu{Doc. No. 142, Weiss Decl., Ex. F
Blumberg Report at 42.) Moreover, Dr. Blherg cites to seven (7) observational stug

prior to the publication of SELECT that®wed a positive correlation between seleniuym

 Clark,et al.(1996); Clarket al (1998); and Reiet al.(2008)
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supplementation and prostate cancer prevention, and six (6) similar studies during|that
same time period that showed a null resuld. &t 43.)

Thus, because the studies Plaintiffs rééein their Opposition were available to
and reviewed by Dr. Milman, Plaintiffs’ science expert, prior to his testimony that there
was no evidence that selenium supplementation did not reduce the risk of prostate|canc
Bayer contends Plaintiffs’ claims for this time period are based purely on an impermissi-
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ble “lack of substantiation” theory. Bayeites the following excerpts of Dr. Milman’s
deposition testimony to support their contention:

Q. Allright. And same thing with spect to reduce the risk of cancer.
You have not rendered the opinithvat there was convincing scien-
tific evidence from 2002 through the end of 2005 that showed that
selenium did not reduce the risk of cancer?

A. Again, | don’t recall any studies, and I'm not sure that I'm aware of
any studies in that timé period that looked at that question.

(Doc. No. 172, Weiss Decl., Ex. B, Milman Depo. at 124:10-19.)

Q. Sonow is my chance to ask you about your opinions, and when you
wrote these oplnlons,_%/ou wrote main opinion and a rebuttal opinion.
And, as | understand it, when you wrote those opinions and today, you
cannot point to any study that was published in 2006 that supports
your statement that convincing scientific evidence published in 2006
showed that selenium supplementation has no effect on the incidence
of prostate cancer and otlferms of cancer, correct?

A. | believe that’s correct.

(Id. at 148:19-149:14.)

U

Q. And all | asked was as to the statement that selenium su_pﬁorts prostat
health, is there any study that was published in 2006 which you are
testifying provides convincing scigfic evidence that selenium does
not sugport rostate health?

A. In 2006, and I'm not aware of any.

(Id. at 149:20-150:1.)

Q. Aslunderstand your testimony, in 2007 and in 2008, before the time that
SELECT was published, you are not testifying that there was convmcmﬁ
scientific evidence showing that seillem supplementation has no effect o
the incidence of prostate and other forms of cancer; is that right?

A. Correct. There was evidence butnot--- _

2. g_oth\{vhat you would consider convincing scientific evidence?

: ight.
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(Id. at 152:16-153:1.)

Moreover, although Plaintiffs did not organize their Opposition accordingly to
scientific research available pre and @SLECT, Dr. Milman’s fourth opinion states:
“In my professional opinion, and withinraasonable degree of certainty, convincing
scientific evidence published between 2006 and the summer of 2009 showed that
selenium supplementation has no effect onrthielence of prostate and other forms of|
cancer.” (Doc. No. 142, Weiss Decl., Ex. A, Milman Report at 31.) Dr. Milman bas
this opinion on the following studies: Lawsenal.(2007) (a study of 295,344 men wh
were cancer free that found that multivitamie wgs not associated with a decreased

the

ed
D
risk

of localized prostate cancef)Allen et al. (2008) (a nested case-control study that found

that overall plasma selenium concentration matsassociated with prostate cancer risk in

European men); Tsavachidetial.(2008) (a randomized placebo-controlled phase Il
study of prostate cancer patients that found that selenium supplementation provide
if any, evidence that selenium supplementatielps maintain a healthy prostate in me
who already have prostate cancer); Mesteal. (2009) (a study conducted on men with
prostate cancer that found that decreasd@PSgoncentration in serum might represen
valuable marker for prostate cancer diagnosis); anceGdll. (2009) (a study that
examined the association of antioxidants \it risk of prostate cancer that found an
inverse association of selenium with gede cancer in African-American menld.(at
32-34.)

Dr. Milman also analyzed the differees between SELECT and the NPC Trials
the latter of which was heavily relied uponby. Blumberg, in an attempt to undercut
Dr. Blumberg’s conclusions that there wakstantial scientific support for the Prostaty
Cancer Claim prior to the publication cEBECT. For example, Dr. Milman states:

8 Plaintiffs’ Opposition relied on Lawsaeat al. (2007)to show that studies
demonstrated that there was no associdt&ween selenium use and the incidence of
E)rostate cancer, and that there was actaallyncreased risk afancer and diabetes.

d littl

n

QO

\U

Doc. No. 212, Ex. 29, Lawson Study at JOHNSBAY-1490 (finding no correlation and

*an increased risk of advancadd fatal prostate cancer”).
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(1) there was a strong possibility thatolse alone played a major part in the

result?L %fltge NP)C Trial because o tmall sample size of the NPC Trial

€d. 1, men), : . :

2)9’[he formulation in the NPC Trial (Psl%h selenium yeast) may have been mg

active than L-selenomethionine givenSELECT. The dose of selenium (e.g., 2
/day), however, was the same in both studies; N _

kl there were substantial batch-to-batahiations in specific organoselenium

compounds in the samples of yeast given to patients in the NPC Trial;

(4) potential genotoxicity of highly active inorganic selenium compounds, suc

selenite, made them Po entially unsuitable for long-term prevention;

(5) lowering of overall body selenium seésrwith selenite, which is neither

absorbed nor retained well; _ o

(6) the NPC Trial was conducted in mehawvere chosen for deficient levels of

selenium whereas SELECT men generallyeneplete in selenium at baseline,

with median serum selenium levels of 135 ng/ml vs 113 ng/ml in the NPC Tri

an
(7) the NPC Trial cutoff for the lowest two tertiles was 121.6 ng/ml whereas 7
of' men in SELECT had selenium levels >121.6 ng/ml.

(1d. at 34-35.)

Although Plaintiffs make an adamant effto accentuate flaws in Dr. Blumberg’s
testimony and opinions, the Court finds Pldfatiattempts do not raise a genuine disp
of material fact as to the falsity of the Prostate Cancer Claim from 2006 until Decer
2008. See Nat'l Union Fire Ins. Co. of Pittsburgh, Pa. v. Argonaut Ins, Tl F.2d 95,
97 (9th Cir. 1983) (finding that “neither agiee to cross-examine an affiant nor an
unspecified hope of undermining his or her credibility suffices to avert summary jud
ment”). Looking at Table 1, a list of randomizethical trials of selenium and prostate
cancer, and Table 2, a list of observational ssidif selenium and prostate cancer, wh
were both attached to Dr. Blumberg’s repdrgppears that the totality of the evidence
supports the Prostate Cancer Claim during this time period. Thus, as acknowledge
Dr. Milman, there was no scientificaearch available from 2006 until December 200¢
that conclusively established, in lighit other available studies, that selenium
supplementation did not help reduce the risk of prostate cancer.

Moreover, as noted by Bayer, Plaintiffasconstrue the applicability of the
Lawson study. The Lawson study found ane@ased risk of prostate cancer in men

re
DO

h as

Al
8%

7

ute
nhber

g_

ich

2d by

taking high levels of multivitamins along with other supplements. Thus, as noted by Dr.

Milman, Plaintiffs’ science expert, the Lawsstudy is inapplicable to the instant actio
because OAD Men’s Health presentsrisk when taken as directed:
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Q. Well, so, Lawson is irrelevant on two levels. Number one, it deals
with men who report an excessive use of multivitamins, and that's —
that would be not the P_ro_duct_s when taken as directed here. So
Lawson dealt with multivitamins ingested more than seven tlmes_Per
week. In addition, Lawson is a study that specifically had to do with
murllgtL\)ntamlns and not specifically sélenium and lycopene; is that
right”

A. Thatis correct.

(Doc. No. 222, Hussy Decl., Ex. C, Milman Depo. at 51:6-14.)

Thus, Plaintiffs have not produced any @rnde to show that the scientific research

available from 2006 until December 2008 proteat selenium supplementation could
not reduce the risk of prostate cancer; nor ctheg at this late age in the proceedings
as discovery has closed and the deadlindifmlosure and exchange of expert reports
has long since expired. To the contraryl & addition to pointing out deficiencies in

Plaintiffs’ evidence, Bayer has presensetbstantial evidence, through Dr. Blumberg’s
testimony and opinions, that the scientélddence available prior to SELECT support
Bayer’s representation that selenium supplementation may reduce the risk of prost
cancer. Therefore, in the abse of affirmative evidence thatientific research did not
support the Prostate Cancer Claim from 2006 to December 2008, the strength of B

evidence is irrelevant and Plaintiffs’ claimese based on “lack of substantiation” rather

than proof of falsity.

. Falsity of the Prostate Cancer Claim from December
2008 until May 31, 2010

d
ate

D

ayer

Second, Plaintiffs contend that the staf affairs changed after the SELECT study

was published in December 2008. Based on this study, Plaintiffs argue that from
December 2008 until the end of the Class Period, there was convincing scientific
evidence that selenium supplementatiohnot reduce the risk of prostate cancer. (Dc

No. 172, Weiss Decl., Ex. B, Milman Depo.1&3:2-8.) In response, Bayer asserts that

SELECT was limited to men with pre-etiigy high baseline selenium levels, and
therefore, the study had obvious limitations that cannot raise a genuine dispute of
material fact regarding whether sdiéin evidence from December 2008 until May 31,
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2010 showed that selenium supplementatmrid not reduce the risk of prostate cance
Thus, Bayer maintains summary judgmenwaranted because publication of SELEC
did not affirmatively dispove the Prostate Cancer Claim.

In support, Bayer relies on Dr. Blumberg’s testimony, wherein he lists and ex
the limitations and perceived flaws dEESECT, and why SELECT cannot be considert
definitive proof that seleniumoes not reduce the risk of prostate cancer. (Doc. No. 1
Blumberg Decl., Ex. A, Blumberg Report.) These limitations include:

1. Differences in baseline seleniwgtatus between men in SELECT
(hlt]ljhel’ baseline) and men in NPIGwer baseline). Indeed, SELECT
Included almost no participants withthe range of selenium baseline.
status that had shown benefit in the NPC trial; similarly, due to their
higher plasma selenium status before supplementation, it is likely that
men in SELECT had near-maximal or maximal selenoprotein acfivi-
ties. These differences support thierence that supplementation with
selenium is most effective for nndnavmg{ the range of plasma sele-
nium concentration of men thaaeived the benefits of reduction in
incidence of prostate cancer iretNPC trial, specmcal}y men with
plasma selenium concentrations less than 123.2 ng/mL;

2. An analysis focused on men with low baseline plasma selenium levels
(or with other risk factors such as obesity and smoking or with suscep-
tible genotypes) has not beesnducted in SELECT. SELECT inves-
tigators have received support from the National Institutes of Health
to conduct follow uP analyses on the participants to determine the
long-term effects of having taken either supplement or placebo. Until
all of these analyses are compleited premature to draw final con-
clusions from the SELECT study;

3. In contrast to the NPC trial, SELECT was conducted during an era
when PSA testing was common. Men with a PSA>4.0 ng/mL, a
cut-point for increased risk of @state cancer, were not enrolled in
SELECT; indeed, 78 and 48% of the men had a PSA<2.0 and <1.0
ng/mL, respectively, suggesting they presented with a very low risk of
the disease before supplementation. In SELECT, over 80% of men
received PSA tests each year damoke with values >4.0 ng/mL may
have been removed fromthe cohort to receive treatment, which 'would
have affected the study results;

4, Importantly, the SELECT study found only one death from prostate
cancer aftér ~200,000 ?erson-years. Emplo_ylnttg conservative assump-
tions about age and followup time during this study period, 75 to 100
deaths would have been expedbaded on the National Institutes of
Health Surveillance, Epidemiolognd End Results ﬁSEE_R database.
This means that the study part|0|{)ants had a very low risk of prostate
cancer to begin with and ‘may not have been representative of the
overall male population in the U.S;
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5. Also, potentially interfering with #hresults of the SELECT interven-
tion was the allowance of treatmemith a prostate cancer preventa-
tive drug, finasteride, in 8% dfie men enrolled in SELECT. For
example, if more men using this drug were randomized into the
control groups, then their Iowerdidence of prostate cancer would
mask a potential benefit in the selenium treatment group.

(Id. at 18-19.) Dr. Blumberg’s report also nefieces several scigiic articles published
after SELECT, which each noted problems/ar limitations with SELECT’s ultimate

conclusions. These include: Hosketeal.(2012) (examining the lack of clarity regardf

ing the formulation of the study placebo); Gadtyal.(2012); Raymart. al.(2012)
(examining the choice of the most appropriatdusion criteria for targeting men most
likely to show responses to selenium supplements, e.g., those with obesity, who w
smokers, and/or had susceptiblegtc backgrounds); Ozten- Kandd,al. (2011);
Ledesmeet. al.(2011) (examining the choice of the nutrient doses and form of the
selenium supplement); Grundmagk al.(2011), Ledesmat. al.2011, McNeillet. al.
(2011)*° However, as stated in the CourPaubertanalysis above, because any
scientific evidence relied upon by Dr. Blumberg after the conclusion of the Class P
is irrelevant to the determination of ether the Prostate Cancer Claim was false or
deceptive when made, suetidence may not be properly considered by the Court.
In response, Plaintiffs contend SELECT is definitive proof that selenium, take
alone or in combination with vitamin E (400 U/dagides not prevent prostate cancer.
support, Plaintiffs rely on Dr. Milman’s pert, wherein he states that SELECT showe
that “selenium supplementation did not ggav/prostate cancer,” (Doc. No. 142, Weliss
Decl., Ex. A, Milman Report at 34), and tHfi]ecause of the large sample size, the
study had significant statistical power to béeab detect small beneficial effects of
selenium,” (d. at 38). Therefore, Dr. Milmaroatends that based on the word choice

briod

| ==

% Based on these studies, Dr. Blumbesgtends that “pre-SELECT studies as well

as continuing post-SELECT studies [Ledesshal.(2011)] are still supporting the
potential usefulness of selenium and/or mita E for prevéntion ofprostate cancer] and
possibly other conditions as well. They also stated that the existing evidence supp
selenium and vitamin E as potential [prosteancer] chemopreventiagents is possibly
enou%h to justify further efforts in this dition.” (Doc. No. 172, Blumberg Decl., Ex.
Blumberg Report at 20:4-8.)
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used by SELECT authors in section E11, welrethey state that the “study definitively
demonstrated that selenium, vitamin E and selenium plus vitanichriot prevent
prostate cancer in the generally healleyerogenous population of men in SELECT,”
SELECT is definitive proof that the Pragt Cancer Claim was false from December
2008 until May 31, 2010. (Doc. No. 212, Blood Decl., Ex. 31, Milman Depo. at
144:18-24) (emphasis added).

In addition, Plaintiffs argue that sevkesaientific articles published after SELEC
have each concurred in this restfor example, Plaintiffs point to Gamt al.(2009),
wherein the authors noted that given SELECStatistical power, it is unlikely that the
study missed detecting a benefit from selenairaven a very modest size. (Doc. No.
142, Weiss Decl., Ex. A, Milman Rebuttal ReporB&t) Plaintiffs further argue that th
Gann study concluded that it now appearsetiiely that the unexpected results on

prostate cancer from the earlier selenium tijalg., the NPC Trials) were due to chancge.

(Id. at 41-42.) Accordingly, Plaintiffs coerid that Bayer elected to ignore both SE-
LECT, (Doc. No. 212, Ex. 60 at BAYER-332717), and articles commenting on the
findings articulated in SELECT, (Doc. No. 2B%. 30). Plaintiffs cite to the following
excerpts from Sefali Patel’s deposition to support this contention.
Q. As apharmacist and a healthcare msifanal, given the concerns raised 4
the Chan study, the Zhang study, and the Lawson study, that WeAust d
cussed, were you at all concerneattsome of the patients taking OAD
men’s vitaminS to reduce their risk of developing prostate cancer might
|r_1{:rea3|r1)g their risk of aggressiveoptate cancer as a result of taking the
vitamins”
A. Well these are three studies among a lot of other data and a very small
subset of patients were identified in this. I'm not concerned.
Q. So 5ou guys gave no weight to these studies in your consideration of
OAD men’s promotional claims?
A. They were assessed. However, we felt comfortable.
(Doc. No. 212, Ex. 2, Patel Depo. at 164:16-165:13.)
Finally, Plaintiffs maintain that although Bayer’s lawyers try to discredit the
importance of SELECT, internally Bayer disagrees with its lawyers. For example,
Plaintiffs allege that Bayer’s interndbcuments and employeesnfirm that Bayer

viewed SELECT’s findings as conclusivedadamaging to the Prostate Claims. (Doc.
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No. 212, Blood Decl., Ex. 36, Prostate Cancer Foundation email at JOHNSBAY-87

220)

(noting that after SELECT “Selenium . . . looks like it not only has no effect on prostate

health but as a supplement, it may do morenha prostate cancer patients”); (Doc. N
80, Hussy Decl., Ex. B, Durkee Depo. atI3819) (acknowledging that by at least Apr

<

2008 competent and reliable evidence existed showing there was no association betwe

selenium and prostate cancer); (DNo. 212, Blood Decl., Ex. 37, 12/15/08 email)

(stating the weak science for the 1 in 3 pasinsight); (Doc. No. 212, Blood Decl., Ex

38, 2008 email from Bayer’'s Brand Manager) (stating that “given the recent studieg
showing negative results,” Bayer needs tartssearching for a potential replacement
selenium] now so we can stay aheadrof developments”). Thus, Plaintiffs allege
Bayer cannot now refute these prior concerns.

Although Plaintiffs’ arguments regarding the truth or falsity of the Prostate Ca
Claim and the Prostate Health Claim afte&LECT raise genuine concerns regarding
“substantiation” and support for thepresentation from December 2008 until May 31,
2010, Plaintiffs have not raised a genuingudie as to the continued efficacy of the NF
Trials, at least for the segment of thelenaopulation who do ndtave higher base-line
selenium levels. Thus, as stated abovendtiough Plaintiffs raise potential concerns

7

incer
he

as

to the “substantiation” for Bayer's representations, and whether such representations

were based on “credible evidence,” litigatinglsan action is not within the providenc
of private plaintiffs under the UCL and CLR/Aee Stanley2012 WL 1132920, at *3
(stating that only prosecuting authorities, and not private individuals, can bring an 4
for lack of substantiationlfhavez2011 WL 2150128, at *5-7 (dismissing UCL and
FAL claims based on lack of substantiatioxplaining that “there is no basis in Califor
nia law to shift the burden of proof to a defant in a representative false advertising
unlawful competition action”).

Moreover, the Court finds that everetavidence submitted by Plaintiffs support
the continued prevalence of the NP@als and the possibility that selenium
supplementatiomay still be crucial in reducing the risk prostate cancer. For examp
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the Chan study noted that even after SELE&Iditional research needs to be conduc
to further understand the interplay betwsetenium supplementation, genetics, and
prostate cancer prevention. (Doc. [4@2, Ex. 30 at JOHNSBAY-1475.) Specifically,
the Chan study noted that although SELECT “provided strong evidence for a null
association for oral supplementation witblgnium] and overall prostate cancer risk, i
did not address the questions of whether higb&rnium levels affect the risk of incidel
advanced-stage prostate cancer or rigirofjression in men who already have prostat
cancer and how genetics may modify asstoans between selenium and prostate
cancer.” [d.) Thus, the Chan study stated that it “is possible that selenium interver
for prostate cancer may still be important for men with specific genotypes or with
specific tumor phenotypes.d()

Furthermore, although Plaintiffs are corrantthat Bayer was aware of SELECT]
ultimate conclusions, it is also clear that Bagtill believed that the “overall body of th
evidence [regarding selenium and prostate health/prevention of prostate cancer] w|
positive.” (Doc. No. 80, Hussy Decl., BR, Durkee Depo. at 38:17-19.) Thisis
supported by relevant excerpts from Shane Durkee’s Deposition:

O erOnt TSI tha Show ThAme0 AsoCIalion betwean Seleniurm

and prostate cancer?

es.
And in April 4, 2008 were there many studies that showed there was
no association between prostate cancer and selenium?

What do you mean by “many”™? _ _ _
Was there competent and réliablestfic evidence in 2008, April 4,
that there was no association betn selenium and prostate cancer?
Sure. There was trials that shdw But the overall body of evidence
was still positive.

(Id. at 37:25-38:19.)
Therefore, contrary to Plaintiffs’ assertioiisis is also not the type of case wher

> o> LOF

Bayer’s representations are per se false Isscthey are completely unsubstantiatSee
Novartis Consumer Health, Inc. olinson & Johnson Merck Consumer Pharm., @60
F.3d 578, 590 (3d Cir. 2002) (“[A]lthough the plaintiff normally has the burden to
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demonstrate that the defendant’s advemngjsilaim is false, a court may find that a
completely unsubstantiated advertising claim by the defendant is per se false withg
additional evidence from the plaintiff to theffect.”). Accordingly, in the absence of
affirmative evidence that scientific reselardid not support the Prostate Cancer Claim
from December 2008 until May 31, 2010, the syt of Bayer’s evidence is irrelevant
and Plaintiffs’ claims are based on “lack abstantiation” rather than proof of falsffy.
Thus, as further articulated above, theu@ finds Plaintiffs have not presented
sufficient evidence to raise a genuine disputmaferial fact regarding the falsity of thg
Prostate Health Claim, as it relates to zwitamin E, lycopene, and selenium, and the
falsity of the Prostate Cancer Gtaias it relates to seleniunseeNovartis Consumer
Health, Inc, 290 F.3d at 590. Accordingly, the Court GRANTS Bayer’s motion for
summary judgment finding both claims are based on “lack of substantiation” rather
proof of falsity. Eckler, 2012 WL 5382218, at *3 (“There is a difference, intuitively,

ut

than

between a claim that has no evidentiary support one way or the other and a claim that’s

actually been disproved. In common usagemight say that both are ‘unsubstantiatec
but the caselaw (and common sense) implyith#te context of a false advertising
lawsuit an “unsubstantiated” claim is only fleemer.”). As a result, any determination
regarding the substantiation for the Prostate Claims during the Class Period, in ligh
the available scientific evidence, must be made by the FDA.
2. Whether the Prostate Statements Were Likely to Deceive

Regardless of whether the Prostate Clainragpaovably false, Plaintiffs allege the
can prevail under the UCL and CLRA by shogvthat the challenged representations
have the capacity or likelihood to “deceive a reasonable consuray, 63 Cal. App.
4th at 332Brockey 107 Cal. App. 4th at 100, 131 Cal. Rptr. 2d 746 (Cal. Ct. App.
2003);see also Nat'l Council Against Health Fraud, Int07 Cal. App. 4th at 1341.
Therefore, Plaintiffs maintain Bayer’s motion for summary judgment should be den

% This also supports the Court’s prior finding regarding selenium and the Pro
Health Claim.
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because the determination of whether agealle consumer is likely to be deceived is
“best left to the jury.”See Asis Internet Servs. v. Subscriberbase Nw 09-3503(SC),
2010 WL 1267763, at *2 (N.D. Cal. Apr. 1, 2010) (collecting cases). The Court is rjot
persuaded.

Although Plaintiffs are correct thateahJCL and CLRA prohibit both false and
misleading claims, case law istethan clear as to what avaite plaintiff needs to prove
to successfully litigate a cause of action alleging misleading or deceptive practices
However, the Court finds the decisionSmajlaj v. Campbell Soup Cd@82 F. Supp. 2d
84, 89 (D.N.J. 2011) instructive, and highly applicable to the instant actid®dmaiiaj
the plaintiffs alleged they were deceiverad mislead by the labeling and advertising on
Campbell’'s lower-sodium soups, which claimed to have 25% less sodtiuai 99.
Thus, because the soups actually had the samearly equal sodium content of the
regular brand of soup of the same variety, the plaintifsnmajlajalleged that the

representations were actionable because they were likely to deceive a reasonable [con-
sumer.ld. TheSmajlajcourt agreed, finding that even though the statement was actually

true, in that the lower sodium soups did&@5% less sodium than the average sodium
content of all Campbell’s soups, a reasonablesumer would believe the representatipn
was made in regard to the same typeaifp and not the average of all Campbell's souips.
Id.

Such is not the case here. Plaintiisjuments that thierostate Claims are
deceptive and/or misleading are confusandpest and rely on circular reasonfhg-or
example, although Plaintiffs fervently arguatlihey do not have to prove that Bayer’s
representations are in fact false togged under the UCL and CLRA, (Doc. No. 212 at
11-12), Plaintiffs simultaneously argue that their “evidence is not limited to criticisms

. Bayer also makes note of this in |th?5 “Plaintiffs also make an argument that
they need not show that Bayer’s statemangsfalse, only that they are ‘IlkeI%/ to
deceive.’ This argument is Circular. Plaintiffisntend that Bayer’s statements that the
Products’ ingredients ‘support prostate headtid that selenium may reduce the risk g
prostate cancer are ‘likely to deceive’ because there is ‘no credible evidence’ or
madeC\uate’ evidence to support them. Thusrfilés’ ‘likely to deceive’ claims all are
squarely based on purported lack obstantiation.” (Doc. No. 212 at 7 n.6.)

—

81 09cv1935 AJB (DHB)




© 00 N oo O M~ W N PP

N NN NN N N NDND P B P B P P PP re
© N o 00 A W N P O © © N O o » W N B O

about the amount of substantiation Bayer lad that the advertisements are not true,
(Id. at 15:1-7). Thus, in an attempt t@e@dl around the “lack of substantiation” bar to
recovery, it appears Plaintiffs are allegthgt Bayer’'s representations are deceptive
because they are unsubstantiated. Howexsestated above, Bayer’s representations
not provably false, and private plaintitimder the UCL and CLRA are prohibited from
bring a “lack of substantiation” clainSee Eckler2012 WL 5382218, at *1.
Therefore, although Plaintiffs’ arguments would be enough to defeat a motiol
dismiss, and were in fact enough to deteayer’'s prior motion to dismiss, (Doc. No.
35), such arguments are insufficienti&feat Bayer’s instant motion for summary
judgment under Rule 565ee Haskell v. Time, In®65 F. Supp. 1398, 1406-07 (E.D.
Cal. 1997) (finding that the “plaintiff must o@nstrate by extrinsic evidence, such as
consumer survey evidenceathhe challenged statemetegsd to mislead consumers”);

Nissan Fire & Marine Ins. Co., Ltd210 F.3d at 1106 (“The moving party may produg¢

evidence negating an essential elemetih@honmoving party’s case, or, after suitablg
discovery, the moving party may show that the nonmoving party does not have enc
evidence of an essential element of itsmlar defense to carry its ultimate burden of
persuasion at trial.”). Thus, in stark contras$toajlaj where the plaintiffs clearly
articulated how the representations atessere deceiving, and had proof of actual
deception, here, Plaintiffs have not artateld how the Prosta@aims were deceptive,
nor have they presented any proof of actual decep&ee. William H. Morris Co. v.
Group W. Inc, 66 F.3d 255, 258 (9th Cir. 1995) (per curiam) (finding that the plaintif
had failed to meet its burden of demonstrating that “a significant portion” of recipier
were misled by the defendant’s letter becanlamtiff's evidence consisted solely of thg
testimony of two of 300 recipients, of thengpany president, and of an employee whg
had received phone calls from confused recipi€ht#)s a result, there is simply no

2 See Merck Consumer Pharm. Co. v. Smithkline Beecham, ®6(pF.2d 294,
297, 298 (2d Cir, 1992). INMerck, the court concluded that a plaintiff must demonstri
that “a statistically significant part tfie commercial audience holds the false belief
Sg%glgdzl(yj/ cct)rznégunlcated by the challenged atisement” to state a cognizable claim.

2d a :
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evidence to put before the jury on the isetideception. Accordingly, Bayer's motion

for summary judgement regarding the deceptive and misleading nature of the Pros
Claims during the Class Period is GRANTED.

CONCLUSION

For the reasons set forth above, the Court makes the following findings regat

the parties’ respective motions:
1. DENIES Plaintiffs’ motion to exclude Dr. Blumberg’s expert testimony,
(Doc. No. 141);
2. DENIES Bayer’s motion to exclude Dr. Milman’s expert testimony, (Do¢
No. 142);
3. GRANTS Bayer’s motion to exclude Dr. Maronick’s expert testimony,
(Doc. No. 155);
GRANTS Bayer’s motion for summary judgment, (Doc. No. 172); and
5. DENIES AS MOOT Bayer’s motion texclude Mr. EImore’s expert testi-
mony, (Doc. No. 157), Bayer’s motion to strike Mr. EImore’s supplemern
report, (Doc. No. 161), Plaintiffs’ motion to exclude Dr. Dhar’s expert
testimony, (Doc. No. 162), and Plaintiffs’ motion to exclude Dr. Hughes
expert testimony, (Doc. No. 156). Theed of Court is directed to enter
judgment and close the case.
The Clerk of Court is instructdd enter judgment and close the case.

IT IS SO ORDERED.

DATED: April 10, 2013 )
Qa7 ﬁz’mf &
oﬁ Anthony J. Baftaglia
U.S. District Judge
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