Nutrition Distributid

© 00 N O O b~ W DN B

N NN N NN NNDNRRR R R R R B B
0w ~N O OO0 W NP O © 00N O 0 W N B O

n LLC v. Custom Nutraceuticals LLC et al Doc.

WO
INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF ARIZONA
Nutrition Distribution LLC, No. CV-16-00173-PHX-DGC
Plaintiff, ORDER
V.

Custom Nutraceuticals LLC, et al.,

Defendants.

Defendants are nutritional supplement companies that manufacture and n
Ostarine, a selective androgateptor modulator (“SARM”) wh effects similar to those
of anabolic steroids. Doc. 20, 1 1, 1Plaintiff, a competingutritional supplement
company, asserts that Defendants hawtated the Lanham Act by engaging in falg
advertising of Ostarine. 11 25-36. Plaindif§o asserts that Defendants have violated
Racketeer Influenced and Corrupt Organizatidos (“RICO”) by engaging in a pattern
of criminal activity inconnection with thir sale of Ostarine and similar products. 11 3
41. Defendants move to disa these claims, or in thdtexnative, to stay the action
pending the Ninth Circuit’s resolution of dated case. Doc. 21. The motion has be
fully briefed (Docs. 25, 26), and the Court cluaes that oral argument will not aid in it
decisiont For the reasons that follow, the Court will dismiss the RICO claim with le

to amend, and otherwise deny the motion.

! Defendants’ request for oral argument is therefore derBskFed. R. Civ. P.
78(b); Partridge v. Reich141 F.3d 920, 926 (9th Cir. 1998).
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l. Lanham Act.

“The Lanham Act creates a cause adtion for unfair competition through
misleading advertising or labeling.POM Wonderful LLGs. Coca-Cola Cq.134 S. Ct.
2228, 2234 (2014)see 15 U.S.C. § 1125(a)(1)(B) Any person who . . . uses ir
commerce . . . any . . . false or misleaddescription of fact, or false or misleadin
representation of fact, which. .. misrepresents the nature, characteristics, qualities
geographic origin of his dner or another person’s goods .. shall be liable in a civil
action”). This cause of action may be invdkey competitors — those entities that sta

to suffer “an injuryto a commercial interest in sales or business reputation™ 3
proximate result of the defeadt’s misrepresentationsd. (quoting Lexmark Int'l, Inc. v.
Static Control Components, Ind.34 S. Ct. 1377, 1395 (2014)).

Plaintiff alleges that Defendants hawvmade false and misleading representatig
about Ostarine. First, Plaintiff allegesathDefendants have labeled their Ostari
products as “not for human consumptionyhile simultaneously representing the
Ostarine is a body-building driapd an “[e]asy to dose oral SARM.” Doc. 20 11 1, 3
Second, Plaintiff alleges th&efendants have failed to disclose that the World An
Doping Agency and the U.S. Anti-Dopimggency have banned the use of SARMs

information that may be matel to the competitive athles targeted by Defendants
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marketing. § 31. Third, Plaintiff allegesathDefendants have represented that Ostafine

has few side effects, when medical evidesgggests that it has potentially serious si
effects. 1 27-30. Plaintifilleges that Defendants’ statements have caused it a lo
good will and a diversion of businessrfrats own products{{ 18, 24, 35.

Defendants do not dispute that Plaintifs adequately pleaddéde elements of a
Lanham Act claim. Instead,dli argue that the Court sHdwabstain from deciding this
claim because it raises issues that shouldrssvered in the firahstance by the Food
and Drug Administration (“FDA”).

In general, “[a] federal court’s obligan to hear and decide cases within i

jurisdiction is virtually unflagging.” Lexmark 134 S. Ct. at 1. The primary
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jurisdiction doctrine constitutes limited exception to this priiple. This doctrine allows
a federal court to abstain from deciding a cag&in its subject matter jurisdiction if it
determines that the “initial decisionmakimgsponsibility should be performed by the
relevant agency rather than the court&yntek Semiconductor Co. v. Microchip Tegh.
Inc., 307 F.3d 775, 780 (9th Ci2002). Such abstention may be appropriate wheire a
claim “implicates technicalra policy questions that shoultk addressed in the first
instance by the agenayith regulatory authority over the regulatory industrAstiana v.
Hain Celestial Grp., In¢.783 F.3d 753, 760 {9 Cir. 2015) (citabn omitted). Courts
should consider “(1) the nedd resolve an issuthat (2) has been placed by Congrgss

within the jurisdiction of armdministrative body having regibry authority (3) pursuant

to a statute that subjects an industry or activity to a comprehensive regulatory authori

that (4) requires expertise or uniformity in administratiotal”
The Court concludes that it shouldtndismiss this case under the primary
jurisdiction doctrine. The Got need not consult the FD#& determine whether it is

false and misleading to label a product ast ‘fior human consumption” while touting thg

13%

benefits of such consumption. This questi® not one “that “rguires resolution of an
issue of first impression, or of a paciarly complicated issue that Congress has
committed to a regulary agency.”ld. at 760 (quotation marks and citations omittedl);
United States v. Storage Spaces Designéies. 8 & 49 Located at 277 E. Douglas,
Visalia, Cal, 777 F.2d 1363, 1367 (9th Cir. 1985B€cause the products are labeled jas
‘incense,” when it appears th#tey are, in fact, intendetbr drug use, there is g
reasonable basis for believing that khgeling is false and misleading.”).

Nor does the Court require the FDA’spextise to determine whether it is falge
and misleading to market a product to cetitpve athletes whileneglecting to mention
that it has been baad by the World AntBoping Agency and the U.S. Anti-Doping
Agency. It is not clear thahis question even implicatéise FDA'’s regulatory scheme
the Food, Drug, and Cosmetic tACFDCA”) “is not focusedon the truth or falsity of

advertising claims,’ but imstead directed to pretting™” public safety.Mut. Pharm. Co.
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v. lvax Pharm., In¢.459 F. Supp. 2825, 933 (C.D. Cal. 2006) (quotiigandoz Pharm.
Corp. v. Richardson-Vicks, Inc902 F.2d 222, 230 (3d Cit.990)). Thus, the FDCA
does not prohibit all omissionsahmight be material to a consumer, but only those {
are material “with respect to consequenceg&lwimay result from the use of the article
21 U.S.C. § 321(n). Even assuming the F&pAlld require Defendants to disclose thi
their product has been bannég major sports agencieshe issue is not one tha

implicates the agency’s tegical and policy expertise.Indeed, Plaintiff may have 3

superior understanding of woconsumers of bodiguilding products would react to this

information. Cf. POM Wonderfyl134 S. Ct. at 2238 (comiiter’s “awareness of unfair

competition practices may be far more imnag¢eliand accurate than that of” the FDA).

Finally, the Court will not abstain fromheciding Plaintiff's claim that Defendants

made false and misleading statements abotari@e’s side effects. The FDA certainl
has primary jurisdiction to regulate statms about the side effects of drugsee, e.qg.

21 U.S.C. § 352(n) (prescription drugs areslabeled if advertising materials do ng

contain a true statement of the drug’s “siffeas, contraindications, and effectiveness’));

21 C.F.R. 8 201.66(c)(5)(vi)-(virequiring statement of siadfects for over-the-counte
medications). But Defendants detmat Ostarine is a drug ¢IB. 21 at 16) and apparentl
have not sought approval to market it agrag. Having denied the FDA'’s authority t¢
regulate Ostarine as a drug, Defendants caimwoke the same authty to avoid a suit
under the Lanham Aét.

Defendants argue that abstention is appate because the complaint raises
variety of issues that Cong® has committed to the FDicluding whether Ostarine is
a “drug” or “new drug,” as opposed to aétary supplement,” whether Defendants act
illegally in advertising and setlg Ostarine, and whether Ostariaé'safe and effective.”

Doc. 26 at 10. But Plaintiff's theories dwt require the Court to determine wheth

> Defendants contend that Ostarine ds nutritional supplement, subject t
regulation under 21 U.S.C. 8 343@and 21 C.F.R § 101.36. D& at 14-15. Neither of
these authorities governs statements about a nutritional supplement’s side effects.
regulating these statements cannot be sdalltaithin the FDA'’s primary jurisdiction.
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Ostarine is a drug or whether Defendants’ sdl®starine violated the FDCA. EvenJ
ts

Defendants are lawfully marketing Ostarineaasutritional supplement, their stateme
about the product may still be false and misleading.
Finally, Defendants argue that only the FAn decide if Ostarine is safe. BU

while the FDA is charged with determininghether products like Ostarine are sa

enough to be sold in inteede commerce (21 U.S.C. 885%d), 350b(a)(2)), this case

presents a different questiowhether Ostarine is as sads Defendants claimedThe
Court can decide this questi without expressing any opiniam the technical and policy
guestions committed to the FDACf. ThermolLife Int’l, LIC v. Gaspari Nutrition Ing.
No. 14-15180, 2016 WL 1460171, at *1 (9thr. Apr. 14, 2016)deciding whether a
nutritional supplement distributdfalsely advertised its products as ‘safe’ . . . require
no interpretation of the FDCA”).

As the Ninth Circuit has noted, “[n]ot eyecase that implicates the expertise
federal agencies warrants inv@oa of primary jurisdiction.” Astiang 783 F.3d at 760.
In addition, “courts must also considetether invoking primary jurisdiction would
needlessly delay the resolution of claimsd. (citation omitted). For reasons explaine
above, the Court concludes thhis case is not one ofdHlimited set” requiring FDA
expertise, and that the delay involved in seglEDA guidance wouldot be justified in
light of the allegations madedd. (citation omitted).

. RICO.

RICO makes it unlawful for “any person employed by or associated with

enterprise engaged in . . . interstate or fare@igmmerce, to conduct or participate . . . |

the conduct of such @rprise’s affairs through a patteaf racketeering activity.” 18
U.S.C. § 1962(c). “Racketeeriagtivity” includes any of seval listed crimes “which is

chargeable under State law and punishablanpyisonment for more than one year,” &

well as any act chargeable uname of several enumeratediégal statutes. 8 1961(1)

A “pattern of racketeering activity’ requires kgast two acts of racketeering activity,

8§ 1961(5), which must be “related” and “amotmbr pose a threat of continued criming
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activity.” H.J. Inc. v. Nw. Bell Tel. Co492 U.S. 229, 239 (1989).
To state a RICO civil claim, a plaintiff must allege “(1) the conduct (2) of|an
enterprise (3) through a patte@) of racketeering activity.”Eclectic Props. E., LLC v.
Marcus & Millichap Co, 751 F.3d 990, 997 (9th CiR014) (citation omitted). “In
addition, the conduct must be (5) the pnoate cause of harm to the victim.ld.
(citation omitted). Pleading a pattern of ratdering activity requires the plaintiff td
allege that the defendant paipated in at least two actsaihwere chargeable under the
enumerated federal statutes. The plaintifistmadequately plead the elements of edch
predicate act, satisfying the pleading standaatiwould apply if the predicate act were|a
stand-alone claimSee Alan Neuman Pred Inc. v. Albright862 F.2d 13881392 (9th
Cir. 1988) (complaint failed to state a RI@aim because it failed to adequately plead

the elements of the predicate act; where ipegd act is mail or wire fraud, complairJ:
r

must plead the elements of this offense it level of particularity required by Fede
Rule of Civil Procedure 9(b)).

Plaintiff alleges that Defendants have €hgaged in “a comprehensive scheme|to
obtain money and property bylsa or fraudulent pretensespresentationand promises,
including the illicit sale of SARMs and othpharmaceuticals”; (2) lawingly sold these
drugs over the internet and had them deédethrough commercial interstate carriers;

(3) received income from thaectivity; and (4) conspired amg themselves to engage i

-

this activity. Doc. 2011 38-40. Plaintiff alleges that itdr&een injured in its business qr
property as the result. T 41.

Plaintiff has not adequately allegedgattern of racketeerg activity. Although
Plaintiff asserts that Defendants have gaghin the illegal saleand distribution of
pharmaceuticals, it fails to idefy any particular instance iwhich Defendnts engaged
in such activity. Nor does Plaintiff explawhich of the provisions listed in 8 1961(1) it
believes Defendant violated. It is not enbug allege that Defendants have violated
somefederal law, since not all violatiord federal law are RICO predicateSee Smith
v. Jackson84 F.3d 1213, 1217 (9thir. 1996) (“Because appellatRICO counts do no

-6 -




© 00 N O O b~ W DN B

N NN N NN NNDNRRR R R R R B B
0w ~N O OO0 W NP O © 00N O 0 W N B O

more than allege copyrightfrmgement . . . and copyrightfimgement is not a predicate
act under RICO . . . appellants failed to statelaim.”). Because Plaintiff has failed tp
identify two or more instances which Defendants violateal statute listed in § 1961(1)
it has not adequately alleged a pattern of racketeering activity.

Defendants argue that Plaintiff's attempt to plead damages is also deficient.
Court does not agree. Plaintiff allegesttlfl) it sells natural nutritional supplements

designed to boost testosterpmenich compete directly wittbefendants’ products, andg

Th

(2) some of its business has been divertdddfendants’ site. Doc. 20, 11 18, 41. These

allegations are sufficient to state a plalesiclaim for financikinjury resulting from
Defendants’ conduct.

Plaintiff requests leave to amend in tieent any of its claims are dismissed.

“Leave to amend should beagrted if it appears at all possible that the plaintiff can
correct the defect.”Lopez v. Smith203 F.3d 1122, 1130 (9th Cir. 2000). The Court

concludes that Plaintiff may be able tlblege a pattern of raeteering activity. The
Court will therefore dismiss PlaintiffRICO claim with leave to amend.
. Stay.

As an alternative to disnsal, Defendants ask the Court to stay this case pengding

the Ninth Circuit’s resolution oNutrition Distribution LLC v. Ironmag Labs, LLCNo.
16-55632 (9th Cir., Apr. 292016). In that case (brougby Plaintiff here), the district

court dismissed Lanham Act and RICO claiagainst another marketer of Ostaring.

Doc. 14-1 at 227-30Plaintiff appealed.

The Court will not stay thisnatter. Plaintiff's theoriesn this case differ from
those asserted imonmag For example, there was nblegation that the defendant ir
Ironmaglabeled its Ostarine product ‘ast for human consumption.See idat 146-68.

Although it was alleged that the defendanlronmagfailed to disclose that Ostarine had

~? Plaintiff asks the Court to take jwiil notice of several cases in whic
individuals were prosecuted under feddeaaV for marketing misbranded body buildin
drugs. SeeDoc. 25-2. This edence cannot substitute for tpkeadings of the complaint,
which must themselvedtate a RICO claim.

o
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been banned by majgports agenciesd at 156, 1 43), the distti court did not address
this theory of Laham Act liability 6ee idat 227-30). Thus, the Nih Circuit’'s decision
may not answer several important issues rdethis case, and the Court will not dela
this case while waiting for what likely will be a years-long appeal process.
IT ISORDERED:
1. Defendants’ motion tdismiss Plaintiff's RICO claim (Doc. 21) gganted,
with leave to amend. Plaintifnay file an amended complaint b
July 27, 2016. Defendants’ motion is otherwisienied.
2. Defendant’s motion to dismiss (Doc. 13jaand to be moot.
Dated this 8th day of July, 2016.

Nalb Gttt

Dawvid G. Campbell
United States District Judge
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