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IN THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT ORJTAH

THORNE RESEARCH, INC. and

SOFTGEL FORMULATORS, ING MEMORANDUM DECISION AND
ORDER ONCLAIM
Plaintiffs, CONSTRUCTION
V.

ATLANTIC PRO-NUTRIENTS, INC.
d/b/a/ XYMOGEN Case N02:13-CV-784 TS

Defendant District Judge Ted Stewart

This matter is before the Coun the partiesCrossMotions for Claim Constructianin
aJoint ClaimConstruction Chart and Statusport, the parties listed nine terms for claim
construction, buagreel on the construction of seven of those terms. Therefore, in this Order,
the Court will only construe the two contested terms. For the reasons discuss befooyrthe
will adopt a variation dPlaintiffs’ construction of the termNon-Crystaline” and construe the
term “Carrier Oil” combining both Plaintiffs’ and Defendaproposed constations in
accordancevith thepatentspecification

. BACKGROUND

On August 22, 201Rlaintiffs Thorne Researcinc. and Softgel Formulats, Inc.
(collectively“Thorn€’) filed suitagainstAtlantic ProNutrients, Inc. d/b/a Xymogen
(“Xymogen) for infringement of United States Patent No. 8,491,88%('888 Patent”)
Xymogenfiled a counterclaim seeking a declaratpuggment of non-infringement and

invalidity of the ‘8@ Patent The arties filed CrossMotions for Claim @nstruction.
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The '888 Patent is titled “Highly Absorbable Coenzyme Q10 Composition and Method of
Producing Same.” Coenzyme Q10 (“CoQ10") is a natural matepedsent in all living cells. In
human cells, it is responsible for electron transfer in the production of energy, afdréhe
important for heart health.Diet, genetics, aging, or medical conditions can lower CoQ10 levels
in the body. Supplementation to restore CoQ10 to normal levels is touted as having health
benefits®> CoQ10 manufactured for supplementation is produced in a pure crystalline form.
However, crystalline formulations of CoQ10 are poorly absofb&umly .6% to 2.8% of a 100
mg ingeséd dose is absorbed by the body and transferred to the blood plasma after 6 to°8 hours.
Prior formulations made with crystalline CoQ10 required high doses of the supplement t
meaningfully raise the levels of CoQ10 in the blood pla8riae nutritional syplementat
issueis a softgel contairing aCoQ10 composition which isore readily asorbable and usable
by the body thaprior CoQ10 supplement&. This softgelachieves a-10% absorptionevel
with the sameél00 mg dosé. The higher absption rate is a result of the crystalline CoQ10

being mixed with a solvent and carrier oil, heated until the CoQ10 dissolves, and then

1 888 Patent col. 1, lines 143 copy of the patent can beund atDocket No. 53-1).
2 |d. at col 1, lines 22-27.
% |d. at col 1, lines 30-32.
% 1d. at col 1, lines 33-35.
> |d. at col 1, lines 37-39.
® Id. at col 1, lines36-37.

’ 1d. at col 2, lines 1920 (“As used herein the term ‘softgel’ is defined as a soft gelatin
shell surrounding a liquid for an oral dosdgem.”).

8 1d. at col 1, lines 50-55.
% |d. at col 2, lines 44-45.



encapsulated into a softg8l.The parties request construction of the followingie “Non-
Crystalliné and “Carrier Oil.”

Il. DISCUSSION

The Supreme Court, iMarkman v. Westview Instruments, Inc.,** held that clan
constructioris a matter exclusively within the province of the cdarClaim terms are generally
given their ordinary and accustomed meaningraerstood by one of ordinary skill in the &it.

In some cas® the ordinary meaning of claim language as understood by a person

of skill in the art may be readily apparent even to lay judges, and claim

construction in such cases involves little more ttienapplication of the widely
accepted meanindg commonly understood word$.

However, extrinsic evidence suchdistionaries, treatises, and expert and inventor
testimony are “lessignificant than the intrinsic record in determining the legally operative
meaning of claim languagé™ Theintrinsic record includes “the words of the claim themselves,
the remainder of the specification, [and] the prosecution hist8ra"court looks & these
sources in that order. First, in composing the claims, a patentee may choose, “tovbe his
lexicographer and use terms in a manner other than their ordinary meaning, as hengpasial

definition of the term is clearly stated in the patent specification or file histori{S]econd, it

is always necessary to review the specification to determine whether theiranused any

191d. at col 2, lines 14-16.

11 517 U.S. 370 (1996).

12 1d. at 372.

13 Vitronics Corp. v. Conceptronic, Inc., 90 F.3d 1576, 1582 (Fed. Cir. 1996).
1 Phillipsv. AWH Corp., 415 F.3d 1303, 1314 (Fed. Cir. 2005) (en banc).
15 1d. at 1317 (internal quotation marks omitted).
1% 1d. at 1314.

7 Vitronics Corp., 90 F.3d at 1582.



terms in a manner inconsistent with their ordinary meanifig-Third, the court may also

consider the prosecution history of the patent, if in evidefite.”

A. “NON-CRYSTALLINE”

Term Thorne Xymogen Court’s Patent Reference
Construction
Non-Crystalline | “lacking crystals | “lacking “no CoQ10 Claims 1, 14 &
visible by light | crystals” crystals are 16
microscope at visible by light

magnifications of
640X”

microscope at
magnifications of]
640X”

The parties requéesonstruction of the term “noorystalline” as it appears in claims 1

14,and16 of the ‘888 Paterff. Claims 1and 14 teach “a crystéiee coenzyme Q10

composition comprising: non-crystalline coenzyme Q10 present in an amount of 5.3%glty we

to about 12% by weight?* Claim 16further teaches “[a] crystdtee coenzyme Q10

composition comprising: 50 mg namystalline coenzyme Q10?2

Thorneargueghat the term “noscrystalling in all claimsshould be construed:as

“lacking crystals visible by light microscope at magnifications of 640Mhorne cites the patent

specification for its construction and argues that any construction that dopgecidt a testing

method and detection limit for crystals would “impermissibly imbue the patent sathpe w

uncertainty.”® However,Thorne’s proposed constructieless specific than the patent

specification that readso CoQ10 crystals argsible by light micr@cope at magnifications of

18 1d.
19 4.

20 888 Patentcols 7-8.

21 d.
22 |d.

23 Docket No. 54, at 5.



640X.”%** Xymogen does not believe the term needs construction, but counters that if the Court
“believes construction is needed” that “ronystalline” means “lacking crystal$> Xymogen
cites the patergrosecution history and the American Heritage Dictionary for its construction.

In claim construction, courts should not rely on extrinsic evidence if it contraects
intrinsic evidence available. “[U]ndue reliance on extdresiidence poses the risk that it will be
used to change the meaning of claims in derogation of the ‘indisputable publdsreonsisting
of the claims, the specification and the prosecution histGfyASs extrinsic evidence, the
dictionary definition should be given very little weight unless tienisic evidence supports
using the dictionary definition. Xymogen argues that its dictionary definitippats the patent
prosecution history. Xymogen contends that during the patent prosecution, the inventors
conceded that they were attempting to patent a composition that completetydagdtals, and
thatthis construction is consistent with a dictionary definition of “fi@s-“indicatesnot.”
Xymogen reasons thandn-crystalline measinot crystallire or lacking crystals®

In a July 22, 2010 rejection of the patent, éaminer rejected claif as indefinite
because independent claim 1 recited a “onystalline” composition, and dependent claim 5
recited an “essentially crystilee” composition. In the rejectiorheé examiner interpreted “nen
crystalline” as an “absolute limitation barring crystals from the compositforin’response, the

inventors cancelled claim®. In the same July 2010 rejection document, the examiner rejected

24 1388 patent at col2, lines 31-33.
25 Docket No. 55, at 10.

26 Nystromv. Trex Co. Inc., 424 F.3d 1136, 1143 (Fed. Cir. 2005) (quotogthwall
Techs., Inc. v. Cardinal IG Co., 54 F.3d 1570, 1578 (Fed. Cir. 1995)).

27 Docket No. 55, at 11.
28 Docket No. 53-2, at 210.
29 |d. at 194.



claims 1, 5, 12, and 13 as anticipated by the Udel Patent. In the inventors’ redpmnaejud
that “the Udel Pent does not disclose a complete lack of crystals, as claimed in the instant
claims.”® Xymogenargueshat the prosection history shows that the inventors viewed their
invention as completely “lacking crystals.”

Xymogen’s argumeris notpersuasivdor several reasons.vEn thoughXymogenfinds
supportin the patent prosecution histoayd the fact that claim 5 was cancellge “essentially
crystalfree” language remains the '888 patent specificationth the limitation of theCoQ10
crystals not being “visible by a light microscope at magnifications of 620in"Vitronics
Corp. v. Conceptronic Inc.,*? the Federal Circuit outlinedhé procedure to follow wheengaging
in claim construction A court should look first to “the words of the claims themselves,” and
second, to “the specification to determine whether the inventor has usetrasyn a manner
inconsistent with their ordinary meaning. The specificatia as a dictionaryhen it
expressly defines termsedin the claims or when it defines terfmgimplication.”®* In fact,
“[u]sually it is dispositive; it is the single best guide to the meaning of a disputed¥e Later,
in Phillipsv. AWH Corp.,* theFederal Circuit reiterated en bathat“the specification may
reveal a special definition given to a claim term by the patentee that differdlfe meaning it

would otherwise possess. In such cases, the inventor’s lexicography gd¥efiss’is because

30 |d. at 198.
31 »888 mtentcol 2, lines 27—-33.
32 90 F.3d 1576.
3 1d. at 1582 (citingVlarkman, 52 F.3d at 979) (emphasis added).
34
Id.
3% 415 F.3d 1303.
36 |d. at1316.



“the prosecution history . . . often lacks the clarity of the specification and thus isskefsil for
claim construction purpose&””

FurthermoreThorne preseniss ownextrinsic evidencéha supportghe intrinsic
evidenceof the patent specificationXymogen’s own promotional literature for its product limits
its claim of a&‘crystakfree” composition to one that is “crystaée when examined by a light
microscope.?® Thedata sheeor Xymogen'’s product does not specify a magnification power,
but a study commissioned by Xymogen’s manufacturer on formulations of CoQ10 used
“magnification powers of 60, 140 and 600 X" to determine the presence of cisTiis data
from an independent laboratasyggests that using magnodtion powers of a light microscope
to determine whether a compound contains CoQ10 crystals is an industry standardth&hus, “
ordinary meaning of claim language as understood by a person of skill in tfeantld
support a definition of “nowrrystaline” that was limited bytte ability to view the crystals under
a microscopat some specified magnification

Finally, “[i] t is an established canon of claim construction that for ‘close cases in which
competing constructions are each supported to antdxtehe patent claim language, the
specification, and the prosecution history,’ claims are to be construed so as tbthphmtent’'s

ndl

validity. Claims amenable to more than one construction should, when it is reasonably

% 1d. at 1317.

% Docket No. 62-1, at 1.

%% Docket No. 65 Ex. B, at 3.

0 Phillips, 415 F.3d at 1314.

1 Petter Investments Inc. v. Hydro Engineering, Inc., No. 2:14CV-45-DB, 2015 WL
1442592, at *6 (D. Utah, March 27, 2015) (quoting Chisum on Patents § 18.03 (2006)).

7



possible to do so, be construed to preserve their valitfitEven if the Courgave equalveight
to the specification and prosecution history, the Court must construe the termrygatine”
in order to preserve the validity of the patent. If “raopstalline” meantabsolutely lacking in
crystals undeany circumstances, thenwbuld likely invalidate the888 patentor
indefiniteness.

A patent is indefinite when “one skilled in the art could not determine whether a given
compound was within the scope of tlaims” and when the claims are “not sufficiently precise
to permit a potential competitor to determine whether or not he is infringingtie tutorial
provided by Thorne explains that “when CoQ10 is produced commercially, crystalsome|t
heating buthen recrystallize upon cooling, sometimes resulting in even larger cri$talme
skilled in the arbf manufacturing CoQ10 supplements would understand that, in this compound,
“non-crystalline”is a relati\e term, not an absolute term. One skillechim @artknows that sme
CoQ10 supplements have larger crystals than others, and those with no crystal®yikghit
microscope absorb into the body better than those with visible crystals.

The Federal Circuit has invalidated claims for indefinitendsswa term was
“completely dependent on a person’s subjective opintdnr“the claims were insolubly
ambiguous.*® If non<rystalline wereconstrued as unequivocally “lacking crystals,
introduces a level dubjectivity and ambiguity as to whether a competing composition is

infringing. A competitor should not be requireduse an eletron microscop#o ascertain if his

42 Karsten Manufacturing Corp. v. Cleveland Golf Co., 242 F.3d 1376, 1384 (Fed. Cir.
2001).

3 gmithKline Beecham Corp. v. Apotex Corp., 403 F.3d 1331, 1340 (Fed. Cir. 2005).
* Docket No. 87, at 10.

> Datamize, LLC v. Plumtree Software, Inc., 417 F.3d 1342, 1350 (Fed. Cir. 2005).

“® Halliburton Energy Services, Inc. v. M-I LLC, 514 F.3d 1244, 1249 (Fed. Cir. 2008).

8



product is noninfringing if that is not the standard for “one skilled in the art.” Xymogen’s

proposed construction is too vaguéermit a potential competitor to determine whether or not

he is infringing

and is thusejected.

The Court,therefore constues “non<rystallin€ similar toThorne’s proposed

construction: lacking crystals visible by light microscope at magnifications of 64bt

instead includethe actual specification languaff® CoQ10 crystals visible by light microscope

at magnifications of 640X which clarifies that “norcrystalline” referspecifically to the

CoQI0 in the compound.

B. “CARRIER OIL”

Term Thorne Xymogen Court’s Patent Reference
Construction
Carrier QOil “an oil that “an oil that “an oil that Claims 1, 8, 9,
increases the carries CoQ10 | carries CoQ10 |14 & 15

volume of an
individual
dosage of CoQ1(
delivered into the
intestines of the
human taking the
present
invention, which
increaseshe
overall surface
area from which
the CoQ10 can

be absorbed”

molecules [in the
passive
facilitated
diffusion
processi® across
the absorptive
cells in the
intestine”

molecules acrosg
the absorption
cdls in the
intestine
increases the
volume of the
dose, and
increases the
overall surface
area from which
the CoQ10 can
be absorbed”

Thorne requests that “carrier oil” be construed as “an oil that increaseduheevaf an

individual dosage of CoQ10 delivered into the intestines of the human taking the present

invention, which increases the overall surface area from which the CoQ10 can bedabsorbe

47 SmithKline Beecham Corp., 403 F.3d at 1340.
8 Xymogen has offered an alternate construction omitting the bracketed.word

9



This definition is taken directly from the patent specificafitorThe paragraph that includes this
sentence also includes the sentence with Xymogen’s proposed construction. Thornighargues
it has picked the correct sentence out of the paragraph because only its construdtioascibres
claim with “reference to # substance’s effect on the compositidh.Thorneargues thaall the
other sentences in the paragraph evaluate the composition “primarily based upeffettteom
the body” and that “[r]equiring a determination of an ingredient’s effect on isimauld
unnecessarily complicate a determination of the scope of the p&teRadrne points out that
the increased “volume both establishes a beneficial concentration range of Godiftain its
non-crystalline state and increases surface area of an indhddsage, which ultimately
influences absorption of the CoQ1%."The Court agrees witheelements of Thorns’
constructiorfor the reasons that Thorne statest finds t incompletewithout the other part of
the paragraph in the specificatioited by Xymogemequiring the tarrieroil” to act as a
“transporter.” In fact, the paion of the specification relied on by Thorne begins, “The lipid

carrieralso . . . "3

suggesting that the descriptiontbé oil’s role is incompletevithout the
precedhg portions of the paragraph.
Xymogen arguescarrier oil” should be construed as “an oil that carries CoQ10

moalecules in the passive facilitated diffusion process acrosbfueptive cells in the intestihe

or altenatively, “an oil that carries CoQ10 molecules across the absorptive célés in t

49 '888 Ratentcol. 3, lines 5-9.

%% Docket No. 54, at 7.

L d.

2 Docket No. 61, at 9.

>3:888 Patentcol. 3, line 4(emphasis added)

10



intestine.® Xymogen contends that Thorne’s construction is inadequate because it does not
require the oil to carry anything, and therefoeads the word “carrier” out dfcarrier oil.”>>
Using asecuritycheckpoint analogy, Xymogen explains that without the oil to carry them, the
CoQ10 molecules do not have “clearance to pass through the checkpoint” and be absorbed by the
intestines’® Xymogenalso arguehat Thorne’s proposed definition is overbroad because it
includes any substance that increases the volume of the dosage and not just dsabatipre
suitable® carriers for the CoQ10 molecule to be absorbed. Thorne disputes this interpretation
because Thorneelievesthat Xymogerincorrectly describgthe sciese behind the absorptiarf
CoQ10 molecules.
It is well established th&an inventor need not know how or why his or her invention
does work in order to obtain a patent.’All that is required is thata person of ordinary skill in
the art, following the teaching of the specifications, would [alble to practicéhe claimed
invention.””® Thorne conceded at théarkman hearing that exactly how the CoQ10 is absorbed
by the body is not completely understood by the scientific community. Furthertsiwesinot
matter vhether the CoQl1Molecules are carmghrough the celldy passive facilitated
diffusion, or across the surface of el membranevheretheyare absorbed bsimple

diffusion, they are still dissolved in the carri@t and “transportedor “carried to thecells of

theintestinedor absorption.Therdore, the Court agrees with Xymogen that part of the function

>4 Xymogenproposed an additional alternative construction aM&ekman hearing but

since there was not a meaningful opportunity for Thorne to respond, the Court does not
consider this additional proposed construction, but construes the terms bésed on
parties briefingand arguments at tidarkman hearing.

> Docket No. 55, at 7.
*% 1d.
>" Enzo Biochem, Inc. v. Calgene, Inc., 188 F.3d 1362, 1377 (Fed. Cir. 1999).
58
Id.

11



of a “carrier oil’must be to carry somethingzurthermorenot all oils“carry’ CoQ10

effectively. Claim 15teaches thatinly “flax seed oil, soy lipids, borage lipids, marine lipids and
combinationghereof”are suitablécarrier oils.”® Xymogen’s manufacturer fouribatfor a

lipid to be an appropriatearrier oil it must be one of the “lipid substances in which the CoQ10
crystals would dissolve and stay in solution at room temperatlrétierefae, the Court finds
that he correct constructiomustinclude both the functions described by Thorne and by
Xymogen.

As arguedby Thorne, lte role of the “carrier oil” is important to this cooynd both
because the increasedlume of the dosageduces rerystallizationand increases the surface
area from which the CoQ10 cae absorbed in the intestinégdne reason why this patent was
found distinguishable from prior art was tlbever concetration of CoQ10 in the compound.
Claim 1teaches that thisomposition has CoQ10 “present in an amount of 5.3% by weight to
about 12% by weightivhere the Udel patent, a prior arontainedl0-16% CoQ1by weight®*
Too high a concentration of CoQ10 causes it to fall out of solution and cryssaldmce
crystalized cannot be absorbed by the bo@taim 2further elaboratethat “the composition in
accordance with claim 1 [contains] about 50 mg coenzyme Q10 [that] is encapsuka#aDr
900 mg capacitgoftgel.”®? In contrast, the Udel patent teaches 30 mg of CoQ10 in 220 mg
capsule$® But, increasing volume and surface arearareenough. As Xymogen points out,

not every oil that dilutes the concentration of CoQ10 aids in its absorp#kimg itan

>9'888 Ratentcol. 8, lines 24—26.
0 Docket No. 65 Ex. B, at 9.

®1 Docket No. 53-2, at 142.

%2 888 Ratentcol. 7, lines 5-13.
%3 Docket No. 53-2, at 143.

12



appropriate “carriet In his May 4, 2007 Declaration, one of the inventors, wiigg&inguishng
his workfrom prior arf explained that some oils wewasuitablé‘carrier oils” He statedhat

“pee’s wax is not a suitabtarrier oil”®*

and then implied that rice bran oil was not a suitable
carrier becaustCoQ10 is not slible in Rice Bran Oif.?°

The claims also teach that a correct construetiast focus onvhat the “carrier oil” does
for thebody, not just the compound. Claims 11, 12, and 13 teach that the compound is designed
to have an impact on the human body, namely that “the plasma coenzyme Q10 levehgethcr
significantly from basal levef® and “is at least 4pg/mL%* The whole point of preventing
crystallization and increasing the surface area for absorption is tosadreaconcentration of
CoQ10 in the blood plasma. This “bioavailabiligyel’ °® is what poduces any therapeutic
effectto the person taking the supplemenhe inventors included detailed reseairckthe '888
patentspecificationdescribing how their formulation outperformed prior art based on
significantly higher blood plasaconcentrationsoth after 36 hours and after 29 d&ys/Vhat
impact the cardr oil has on the body is relevant to the nature of the compound, and therefore
relevant to the construction of the term “carrier oil.” Since both proposed corstsiate
important in construing the meiag of carrier oiland both are found in the specification, the
Court construes “carriail” by combining the two proposed constructions as follows: “an oil

that carries CoQ1folecules across the absorptaails in the intestine, increases the volume of

the dose, and increases the overall surface area from which the CoQ10 can be.absorbed

® 1d. at 142.

% 1d. at 143.

% '888 Ratentcol. 8, lines 1-12.
®"|d. at col 8, lines 7-8.

Id. at col 8, line 7.

% |d. at cols 5-6.

68
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[1l. CONCLUSION

It is therefore

ORDEREDthat the partiesnmotions to deterime Markman issues (Dockelos. 54&
55) are granted in part and denied in parpecHically, the patent claimshall be construed
consistent with the specificati@s follows
Non-Crystalline: No CoQ10 crystals arssible by light micr@cope at magnifications of 640X.
Carrier Oil: An oil that carries CoQl1Molecules acroghie absorptiorells in the intestine,
increases the volume of the dose, and increases the overall surface area ftotheviioQ10
can be absorbed

The parties have 30 days to submit motions for summary judgment on the issue of
infringement. The court wikstablish aleadline for the submission of mot®for summary
judgment on the issue of validity, if needed, after considering Plaintiffgolaléor

Reconsideration.

DATED this 8" day ofOctober 2015.

BY THE COURT:

/A

United"States District Judge
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