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UNITED STATESDISTRICT COURT
EASTERN DISTRICT OF NEW YORK

ENZYMOTEC LTD.,,
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MEMORANDUM OF
-against- DECISION AND ORDER
08-CV-2627 (ADS)(ETB)
NBTY, INC.,
Defendant.
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By: Robert Allen Horowitz, Esq. & Candace Marie Camarata, Esq., Of Counsel

Jaspan Schlesinger LLP

Attorneys for the defendant

300 Garden City Plaza

Garden City, NY 11530
By: Linda S. Agnew, Esq., Scott B. FishEsq., & Christopher D. Palmieri, Esqg., Of
Counsel

Dorsey & Whitney LLP
Attorneys for the defendant
51 West 52 Street
New York, NY 10019
By: Sandra Edelman, Esq., Of Counsel

Husch Blackwell LLP
Attorneys for the defendant
4801 Main Street, Suite 100
Kansas City, MO 64112
By: William E. Corum, Esq., Of Counsel

SPATT, District Judge.
The plaintiff Enzymotec Ltd. (“Enzymotectommenced this action against defendant

NBTY, Inc. (“NBTY”) alleging, anong other things, that NBTY elated 15 U.S.C. 1125(a) (the
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“Lanham Act”) by misrepresenting the characteture, and quality of certain NBTY products.
In an order dated December 7, 2010, the Cgnamited NBTY’s motion for partial summary
judgment dismissing the Lanham Axtaim, finding that Enzymotdacked standing to assert the
claim. Presently before the Court is a mantfor reconsideration bignzymotec pursuant to
Local Rule 6.3. For the reasons set forth Wwelenzymotec’s motion for reconsideration is
denied.

|. BACKGROUND

The relevant facts in this aaare set forth in detail in the Court’s previous decision in

this matter._SeEnzymotec Ltd. v. NBTY, In¢.754 F. Supp. 2d 527 (E.D.N.Y. 2010)
(“Enzymotec T). Familiarity with that decision iassumed, and the Court here only briefly
outlines the pertinent background in thiseand the Court’s holding in Enzymotec |

The plaintiff, Enyzmotec Ltd., is a pately-owned Israeli gapany that produces,
among other things, phosphatidylserine (“PS”"wa#l as soft-gel capsules containing PS, which
it sells to wholesalers, distributors, and retaileThe defendant, NBTY, Inc., is a manufacturer,
marketer, and distributor of mittonal supplements, includirg product called Neuro-PS and its
in-store brand formulatits (collectively “NeurdPS”), which contains & principal ingredient
PS-20 (material containing twenty percent PSvieight). On July 1, 2008, Enzymotec brought
an action against NBTY alleqg, among other things, that NBTWolated the Lanham Act by
misrepresenting the character, nature, and qualitg product because the label on Neuro-PS
stated that it contained 100 milligrams of P&when NBTY knew it contained a lower quantity
of PS-20 .

In Enzymotec |the Court granted NBTpartial summary judgment and dismissed the

Lanham Act claim on the ground that Enzymotezked standing. In its motion for summary



judgment, NBTY argued that Enzymotec lacls¢ahding to assert aat against them for
mislabeling under the Lanham Act because Enzgmoould not meet the two-pronged standing
requirement, namely: “(1) a reasonable inteteste protected against the alleged false
advertising and (2) a reasonable basis for belietiagthe interest is likely to be damaged by

the alleged false advertising.” Famous Horse Inc. v. 5th Ave. Phot&24cF.3d 106, 113 (2d

Cir. 2010). With regard to the first prongtae test, the Court fourtiat Enzymotec had a
“reasonable interest to be protected” becadists status as “a commercial actor with a
pecuniary interest potentially affectby the false advertising.” Enzymotec/b4 F. Supp. 2d at
542. However, the Court ultimately held that Enzyeodad failed to raise an issue of fact with
respect to the reasonaltlasis requirement.

“The ‘reasonable basis’ prormgmbodies a requirement ttiae plaintiff show both likely

injury and a causal nexus tcetfalse advertising.” Ortho Bhm. Corp. v. Cosprophar, In&2

F.3d 690, 694 (2d Cir.1994). In addition, “[a] readuladasis to believe ¢hlikelihood of injury
for purposes of Lanham Act standialgo requires that the injunot be speculative” and “[i]n
order to show an injury is not speculatiaeplaintiff must providesvidence of a causal

connection between the alleged mislabeling the potential injury.” Enzymotec54 F. Supp.

2d at 547. Enzymotec asserted that it wagéajuy NBTY’s alleged mislabeling because, had
NBTY recalled the mislabeled products and discontinued selling additional mislabeled products,
it would have resulted in a void the market. Based on its matlshare and the alleged supply
agreement with NBTY, Enzymotec argued thatotvd have experienced an increase in sales to

meet the demand created by the void in the markiet Court referred to ihtheory of damages

based on injury resulting from loss of increased sales revenue as the “recall theory” of damages.



Ultimately, the Court held that Enzymotexcked standing because the purported causal
link between the mislabeling and its alleged injury—a void in the marketplace caused by the
mislabeling—was too “hypothetical.Specifically, the Court stated:

However, the Court ultimately finds that the recall theory is
unsustainable because Enzymotec has offered no evidence to
support the causal connection betwés “reasonable interest” and

the potential injury, namely thatrecall should have occurred. To
establish the causal connection Enzymotec needed to show the
recall was more than “hypothetical,” meaning that NBTY had
either represented that it wouldcall the mislabeled products, or
that a recall was required by a ra@eregulation. Enzymotec only
states that it “thoughta recall would have been NBTY’s proper
course of action once it learnedathts product has less than 20%
PS, and that once that recall oceafrthe result wuld have been a
substantial void in the market thabuld likely have been filled, at
least in part, by Enzymotec. p. Br. at 14.) In addition, the
factual allegations in the complaint that mention a potential recall
also indicate Enzymotec’s expectation of a recall as opposed to
alleging an agreement by NBTY to recall the product. (PAC 11
61, 110.)

In fact, the evidence provided lgnzymotec indicates that NBTY
never agreed to a recall, and nestated that itvould recall non-
conforming products. Enzymotec discussed the recall, not NBTY.
For example, in a May 2, 2006 letter from Enzymotec’s counsel
Michael C. Foley to NBTY’s CEO and President Harvey Kamil,
Foley stated that “[i]f NBTY really acquired Enzymotec’s
knowledge and know how in order &scertain a problem with its
current supplies of PS20, it woulthve taken steps to recall its
product once it determined thedid not conform.” (Horowitz
Decl., Ex. H at 2.) Furthermore, Enzymotec does not allege that
NBTY agreed to recall non-camiming PS-20, but rather that
NBTY had agreed that “it auld stop purchasing from Lipogen
and switch to Enzymotec as itsclsive supplier of PS-20.” (Katz
Decl. 1 6.) Moreover, Enzymotec does not cite any rule or
regulation that would have required NBTY to recall the products
rather than take some other aatio cure the alleged problem.

Id. at 548-49. Enzymotec now moves pursuahiiral Rule 6.3 for reconsideration.



II. DISCUSSION
Enzymotec contends that reconsideratiopraper because the Court “overlooked” its
argument in opposition to summary judgment tRBITY “continued to sell its mislabeled
product in clear violation of the law”. (PlL.Br. at 1.) Enzymotec identifies the “law” that
NBTY was allegedly violating as the Dasy Supplement Health and Education Act
(“DSHEA"), which is part of the Federabbd Drug and Cosmetic Act (“FDCA”). The FDCA
governs the regulation of food—including certdiatary supplements—drugs, cosmetics, and

tobacco products. 21 U.S.C. 8301 et sgeeealso21 U.S.C. § 321(ff) (defining the dietary

supplements subject to the regulations). Inipaer, the FDCA prohibits the “manufacture . . .
of any food, drug, device, tobacco product, or catsmthat is adulterated or misbranded.” 21
U.S.C. § 331(g). A nutritional supplementmnsidered “misbranded” under the DSHEA when
it “fails to have the identity and strength thag dupplement is representechave” or “fails to
meet the quality (including tablet and capsule disintegration), purity, or compositional
specifications, based on a validated assay or aihy@ropriate methods, that the supplement is
represented to meet.”_ldt §343(s)(E)(ii).

Assuming Enzymotec’s allegations about itheability and nonconformity of the PS-20
in Neuro-PS in late 2005 and early 2006 amne tthen Neuro-PS could qualify as “misbranded”
under the DSHEA. Thus, under Enzymotec’srmtetation of the statute, the DSHEA would
have required NBTY to stop selling Neuro-PBherefore, Enzymotec contends that the Court
should grant its motion for reconsideratiemd deny NBTY’s motion for partial summary
judgment on the Lanham Act claim becauseDB#EA requirement that NBTY discontinue
selling the mislabeled Neuro-PS is suffidgiemidence that the caal link between the

mislabeling and its injurys not hypothetical.



A motion for reconsideratioim the Eastern District dflew York is governed by Local
Rule 6.3. “The standard for granting such a omts strict, and reconsdation will generally
be denied unless the moving party can poimotatrolling decisions odata that the court
overlooked—matters, in other words, that migkegonably be expected to alter the conclusion

reached by the court.” Shrader v. CSX Transp., If@F.3d 255, 257 (2d Cir. 1995). “The

major grounds justifying recongdation are an intervening afge of controlling law, the
availability of new evidence, dhe need to correct a clear eroormprevent manifest injustice.”

Virgin Atl. Airways, Ltd. v. Nat'| Mediation Bd.956 F.2d 1245, 1255 (2d Cir. 1992) (internal

guotation marks omitted).
Of importance, a motion for reconsideratiomat an opportunity for litigants to reargue
their previous positionsr present new or alternative theories that they failed to set forth in

connection with the uredlying motion. _Sedrans-Pro Logistic Inc. v. Coby Elecs. CoiNo.

05-CV-1759, 2010 WL 4065603, at *1 (E.D.N.@ct. 15, 2010) (citing Ferrand v. Credit

Lyonnais 292 F. Supp. 2d 518, 520 (S.D.N.Y. 2003)); aseZdanok v. Glidden Co., Durkee

Famous Foods Diy327 F.2d 944, 953 (2d Cir. 1964) (“[W]kelitigants have once battled for

the court’s decision, they should neither be required, nor without good reason permitted, to battle
for it again.”). Indeed, Rule 6.3 should be “narnpwbnstrued and strictly applied so as to avoid
repetitive arguments on issueathave already been considefellly by the court” and is

considered an “extraordinary remedy to be emplaEaringly in the interests of finality and

conservation of scarce judicial oesces.” _Trans-Pro Logistic In2010 WL 4065603 at *1

(internal quotation marks omitted).
Ultimately, the decision as to whether to grammotion for reconsideration rests within

the sound discretion of the districourt. Kapsis v. BlooniNo. 08-CV-3092, 2009 WL 414001,




at*1 (E.D.N.Y. Feb. 17, 2009). As set forth beldlag Court finds that Enzymotec has failed to
show that it is entitled to thi®xtraordinary remedy”. In adddn, the Court finds that even if it
reconsidered the “overlookedigument, it would not alter tt@ourt’s holding in Enzymotec |
granting NBTY partial summgrudgment dismissing the baam Act claim.

First, although in support of the instant motion Enzymotec highlights numerous
statements in its summary judgment motion papérere it raised thargument that NBTY
improperly “continued to sell” Neuro-PS, Enyzraotdoes not cite a single instance—nor can the
Court find any reference—to an assertion thafMB continued sale dNeuro-PS was “in clear
violation of the law.” Rather, Enzymoteortsistently stated that NBTY should hawetf ed]
responsibly by recalling the mislabelgatoduct and not introdutg additional mislabeled
product onto the market”. (See Pl.’s SJ Oppl4 (emphasis added).) Because the arguments
that NBTY’s continued sale of Neuro-PS was “iaarl violation of the lawand specifically the
DSHEA are “entirely new to the annals of thistpacted litigation”, theyare improperly raised

on a motion for reconsideration. Seeehler v. Bank of Berm. LtdNo. M18-302, 2005 WL

1119371, at *1 (S.D.N.Y., May 1, 2005) (denyinmation for reconsideration because the
movant’s argument on reconsiddon centered principally onsdatute which the movant failed
to raise in connection with the underlying motion).

Furthermore, the fact that the Court refdrte Enzymotec’s theory of damages as the
“recall theory” does not mean that the Coud dot address Enzymotec’s argument that NBTY
should have stopped selling NeW®&- Indeed, in Enzymotecthe Court characterized
Enzymotec’s theory of damages by stating: ‘{Enatec alleges that it made NBTY aware of the
deficiency in late 2005, and that NBTéverthel ess continued to sell the products without

disclosing the problem to its customensl aecalling the product.” _Enzymotec/b4 F. Supp. 2d



at 540 (emphasis added) (internal quotationksiamitted). While phrased differently, both
Enzymotec’s contention that NBTY fatléo recall the mislabeled product-e,, remove Neuro-
PS already on the shelves at retailers—as well as Enzymossedian that NBTY should have
ceased selling the product-e:, stop selling and shippingew orders of Neuro-PS, were offered
for the same purpose: to show that the tegyloid in the market wathe requisite causal
connection between the alleged mislabefing the potential injury to Enzymotec.

Although the Court predominantly discussed Enatec’s theory of damages in terms of
recalling existing products, the Ctgranalysis is equally applickbto the argument that NBTY
would have had to stop selling Neuro-PS. atiiler the void in the market was created by
removing existing products from the shelveshynot placing new prodtg on the shelves, the
likelihood that a void would have occurred and sghbseatly would have resulted in an increase
in Enzymotec’s sales is simply too speculativeaise a genuine issue faict as to whether
Enzymotec can meet the “reasonable bastiirement for Lanham Act standing. The Court’s
decision in Enzymotecdufficiently addressed, and rejedt the argument that NBTY should
have “stopped selling” Neuro-P&nd therefore it cannot serveaabasis for reconsideration.

SeeWilliams v. County of NassaNo. 03-CV-6337, 2011 WL 1240699, at *3 (E.D.N.Y. Mar.

30, 2011) (“Defendants’ argument in support of reconsideration ... reflects either a misreading of
the [original order], which clearly and adequatatidressed the issue of causation, or is an

attempt to take ‘a second bite at #pple.” (quoting Sequa Corp. v. GBJ Cqrp56 F.3d 136,

144 (2d Cir. 1998))).
Moreover, it is apparent to the Court tlatzymotec’s motion for reconsideration is
premised on a misinterpretationtbe Court’s holding in Enzymotec In discussing the

deficiency in Enzymotec’s recatieory of damages, the Couratgtd that “[t]o establish the



causal connection Enzymotec needed to sheweball was more than ‘*hypothetical,” meaning
that NBTY had either represented that it woddall the mislabeled pradts, or that a recall
wasrequired by arule or regulation.” Enzymotec | 754 F. Supp. 2d at 548 (emphasis added).
Based on the emphasized language, Enzymotec fwbatit believed to be an applicable
regulation that, while not requiriregrecall, allegedly required NE to stop selling mislabeled
Neuro-PS. Because Enzymotec admittedly did not raise the existence of the DSHEA in
opposition to the motion for summary judgment, it attempts to weave it into a motion for
reconsideration by claiming it @mply “directing the Court tthe statute” that supports the
“overlooked” argument that NBTY should havegped selling its mislabedl product. (Pl.’s
Reply Mem. at 3.)

Contrary to Enzymotec’s characterization, @aurt did not reject Ezymotec’s theory of
damage$ecause it did not put forth a rule or gailation. Rather, the Court found that
Enzymotec failed to show that the purportedsadhlink between the mislabeling and its alleged
injury—a void in the marketpce caused by the mislabeling—saaore than “hypothetical.”
Although the Court noted thatdlexistence of an agreemémtecall between NBTY and
Enzymotec, or a rule aegulation requiring a recatbuld potentially raise the argument beyond
speculation, this was not equivalénta holding that the mere existence of an agreement, rule, or
regulation would create a genuine issueagt sufficient to defeat a motion for summary
judgment. In fact, as the Court noted in Enzymotecrule or regulation rght be sufficient to
show that the injury was not speculative ifatjuired NBTY to remove the allegedly mislabeled
product from the shelvesdther than take some other action to cure the alleged problem.”

Enzymotec | 754 F. Supp. 2d at 549 (emphasis added).



As NBTY notes in opposition to the iastt motion the DSHEA does not create a
mandatory, self-imposed requirement that seim@ant manufacturers ceassling mislabeled
products. Moreover, although one penalty fRISHEA violation is injunctive relief, se2l
U.S.C. § 332, itis not the exclusive remedy fact, there are a number pbtential penalties for

DSHEA violations that do notvolve recalling or disentinuing sales. See, €.g1 U.S.C. §

333(a) (criminal penalties); United States v. Rx Depot, ##88 F.3d 1052, 1058 (10th Cir.

2006) (disgorgement of profits); Uad States v. Lane Labs-USA Ind27 F.3d 219, 223 (3d

Cir. 2005) (payment of restitution to customeraccordingly, even if Enzymotec could prove a
violation of the DSHEA that state does not necessarily cure the deficiency in Enzymotec’s
standing to assert the Lanham Act claim.

However, it is unnecessary for the Courttmsider the impact of the alleged DSHEA
violation on Enzymotec’s Lanham Act standing besgathere is no private right of action under

the DSHEA. _Se®lVE, Inc. v. Dep'’t of Health & Human Sery€.36 F.3d 182, 189 (3d Cir.

2006). As previously stated, the DSHEA igaat of the FDCA. Congress delegated the
responsibility for administering the FDCA tioee Food and Drug Administration (“FDA”). 21
U.S.C. 8371see generall?1l C.F.R. 8111 et seqrhe Court is cognizamf the fact that
Enzymotec is not attempting to gain standingrosecute NBTY for violating the DSHEA.

Rather, Enzymotec seeks to satisfy the standequirement for a Lanham Act claim based on
NBTY’s alleged violation of the DSHEA. However, “[blecause the FDCA forbids private rights
of action under that statute private action brought under thenham Act may not be pursued
when, as here, the claim would require litigatidthe alleged underlying FDCA violation in a
circumstance where the FDA has not itself doded that there wasich a violation.”

PhotoMedex, Inc. v. Irwin601 F.3d 919, 924 (9th Cir. 2010).

10



Accordingly, given that the FDA has nairecluded that NBTY alated the FDCA by
mislabeling Neuro-PS, Enzymotec’s cannot daanham Act standing by attempting to privately

enforce the FDCA. _Se&eDK Labs, Inc. v. Friedlandet03 F.3d 1105, 1113 (2d Cir. 1997)

(holding “that Friedlander lacks standing t@ DK under § 43(a) of the Lanham Act” because
“Friedlander’s dogged insistenceatliPDK’s products are sold without proper FDA approval
suggests ... that Friedlander’s trgal is to privately enforce afied violations of the FDCA.");

Mylan Labs., Inc. v. Matkayi7 F.3d 1130, 1139 (4th Cir. 1993) (holding that because the

appellant may not independently enforce theCRDit also may not use the Lanham Act “as a

vehicle by which to enforce the [FDCA]"); Bdoz Pharms. Corp. v. Richardson-Vicks, /1902

F.2d 222, 230 (3d Cir. 1990) (holding that anham Act false labeling claim does not exist
against a manufacturer who failed compiytvthe FDCA'’s labeling requirements).
[11. CONCLUSION
For the above stated reasons, it is hereby:
ORDERED, that Enzymotec’s motion for reconsideration is denied.
Dated: Central Islip, New York

June 29, 2011

/s/ Arthur D. Spatt
ARTHUR D. SPATT
United States District Judge
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