UNI TED STATES DI STRI CT COURT
DI STRI CT OF CONNECTI CUT

STEPHEN C. EDBERG ET AL
V. : NO. 3:98cv716 (JBA)

CPI - THE ALTERNATI VE SUPPLI ER, | NC.

RULI NG ON CROSS- MOTI ONS FOR SUVMMVARY J UDGVENT
[ DOC. #75, #88]

Plaintiffs Stephen Edberg, Stephen Wardl aw, and | DEXX
Laboratories are the holders of various U S. patents and the
devel opers of a water testing product called Colilert.

Plaintiffs brought suit against defendant CPI - The Alternative
Supplier, Inc. (“CPI”) claimng that CPI’'s Colitag product, a
water testing product that, like Colilert, detects coliform
bacteria including E. coli, infringes its U S. Patent No.
4,925,789 (“the *789 patent”), U S. Patent No. 5,429,933 (“the
‘933 patent”) and U.S. Patent No. 5,780,259 (“the *259 patent”).
Plaintiffs and defendant have cross-noved for summary judgnent on

i nfringenent.

BACKGROUND

A. Fact ual Backgqgr ound

Dr. Edberg’s ‘789 patent and the subsequently-issued ‘933

and ‘259 patents “cover[] a biological nedia and net hods which



permt |lay people to quickly and easily detect bacteri al

contam nation in food, water or other sanples in 24 hours or |ess
by sinply observing a color or florescence change.” Pl. Mem at
3. The patented invention is a nmedium and nethod for detecting
target bacteria such as E. coli and other coliform bacteria, by
using a chemcal (“nutrient-indicator”) which acts both as the
primary nutrient in the nmedia and as an indicator, and which
cannot be consuned by non-target m crobes, thus permtting
detection of bacteria in a single step without the need for
sterilization. 1d. at 4-5. |If target mcrobes are present in
the sanple, they will cleave the chem cal bond between the
nutrient and the indicator, and will consune the rel eased
nutrient conponent, thereby enabling rapid growth; the rel eased
i ndicator then will cause the solution to change color. Because
ot her bacteria that may be present in the solution cannot cleave
the chem cal bond, the indicator wwll not be released and the
color change will not occur if the target is not present.

Def endant CPlI produced and sells Colitag, a coliform
bacteria testing nedium Colitag, like Colilert, changes col or
when coliforns, including E. coli, are present. According to
CPl, however, the indicators are not used as nutrients in
Colitag, and abundant am no acids, including tryptophan and
tryptose, serve as the primary and preferred nutrients for both

target and non-target bacteria.



B. The MI1lipore Litigation

This is not the first tine the ‘789 patent has been before
this Court. In 1992, plaintiffs brought suit against the

M I1lipore Corporation, Environetics, Inc. v. MIIlipore Corp.,

civ. no. 2:92cv825 (JBA), claimng that MIlipore s Colisure
product infringed the ‘789 patent. Follow ng rulings on claim
construction but prior to trial, the case settled. Plaintiffs
and defendant rely heavily on the two earlier claimconstruction
rulings interpreting the 789 patent, discussed in detail bel ow.

In Environetics, Inc. v. MIlipore Corp., 923 F. Supp. 344,

347 (D. Conn. 1996), this Court held that “what makes the
invention [clainmed in the ‘789 patent] distinct is that if the
target m crobes are present, they and they alone wll netabolize
the nutrient-indicators and hence produce a tell-tale visible
change in the sanple.” The Court rejected the construction urged
by MIlipore — that the clains required that no other nutrients
capabl e of sustaining growmh of the target m crobes be present in
t he nmedi um — and based on the specification and the prosecution
history held that the ‘789 patent requires “that the nutrient-
i ndicators be not the only nutrients in the nedium but the
preferred nutrients which the target m crobes would, in fact,
met abolize.” 1d.

MI1lipore then sought a construction of the term*“specific
mediunt as a claimlimtation. The Court first determ ned “that
the preanble term ‘specific nmedium is a claimlimtation
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defining the invention as one tailored to a specific nedium

di stinguishing it fromthe general nedia used in prior art.”

Mar kman Rul i ng, Novenber 24, 1997, at 4. The Court also
concluded that this claimlimtation applied to Caim11l and
dependent Clains 12 through 14. Finally, the Court construed the
claimlimtation “specific nmediunf to nean “a nediumthat w |
support reproductive growh of only the target m crobes, in
contrast to the prior art ‘general nedium described in the

speci fication and prosecution history.” [d. at 10. 1In so
hol di ng, the Court rejected Environetics’ argunent that the term
“specific nmediunt required only that the nutrient-indicator be
the primary or preferred nutrient in the nmedium and that other

vi abl e m crobes not be able to netabolize the nutrient-indicator

“to the sane extent that the target mcrobe can.” 1d. at 6.

1. SUWARY JUDGVENT

Sunmary judgnment will be granted when “the pleadings,
depositions, answers to interrogatories, and adm ssions on file,
together with the and affidavits, if any, showthat there is no
genui ne issue as to any material fact and that the noving party

is entitled to a judgnent as a matter of law” Fed. R GCv. P.

56(c); Anderson v. Liberty Lobby, Inc., 477 U S. 242, 247 (1986).
The noving party carries the initial burden of denonstrating an
absence of a genuine issue of material fact. Fed. R Cv. P. 56;

Celotex Corp. v. Catrett , 477 U S. 317, 323 (1986). Facts,




i nferences therefrom and anmbiguities nmust be viewed in a |ight

nost favorable to the non-noving party. Mtsushita Elec. |ndus.

Co. v. Zenith Radio Corp., 475 U.S. 574, 586 (1986); Anetex

Fabrics, Inc. v. Just In Materials, Inc., 140 F. 3d 101, 107 (2d

Cir. 1998).

Al t hough infringenment is a factual issue, sunmary judgnment
is appropriate in a patent case when it is apparent that only one
conclusion as to infringenent could be reached by a reasonable

jury. ATD Corp. v. Lydall, Inc., 159 F.3d 534, 540 (Fed. Cir.

1998). *“The purpose of summary judgnent is not to deprive a
litigant of a trial, but to avoid an unnecessary trial when only
one outcone can ensue. The court's construction of the clains
may | ead to summary disposition of the issue of infringement when
no material facts remain in dispute, or when the nonnovant can

not prevail on its view of the facts.” Vivid Tech., Inc. v.

Aneri can Science & Engineering, Inc., 200 F.3d 795, 806 (Fed.

Cir. 1999) (citing Voice Techs. Goup, Inc. v. VMC Sys., lnc.,

164 F.3d 605, 612 (Fed. Cir. 1999)).

On cross-notions for summary judgnent, “[e]ach party carries
the burden on its own notion to show entitlenent to judgnent as a
matter of |aw after denonstrating the absence of any genui ne

di sputes over material facts.” Massey v. Del Labs., Inc., 118

F.3d 1568, 1573 (Fed. GCr. 1997). “On an issue for which the
nmovi ng party does not have the burden of proof at trial, the
nmoving party may neet its initial burden on the notion either by
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provi di ng evidence that negates an essential elenent of the
opposi ng party's case, or by showing that the evidence on file
(such as pl eadi ngs, depositions, and adm ssions) establishes no
material issue of fact and that the opposer will not be able to

prove an essential elenent of its case.” Vivid Tech., 200 F. 3d

at 807.

The burden then shifts to the nonnovant to show that a
mat eri al factual dispute exists, i.e., a dispute upon which a
reasonable jury could resolve infringenent in the nonnovant’s

favor after a review of the entire record. See Sweats Fashi ons,

Inc. v. Pannill Knitting Co., 833 F.2d 1560, 1562 (Fed. Cir.
1987). Wiere the evidence submtted in opposition to sumary
judgnment is nerely colorable, or is not significantly probative,
sunmary judgnment may be granted. Anderson, 477 U.S. at 249-50
(citations omtted). The court may not sinply accept a party's
statenment that a fact is challenged to show that there is a

genui ne issue of material fact. Union Carbide Corp. v. Anerican

Can Co., 724 F.2d at 1571 (Fed. Cir. 1984). In addition, broad
concl usory statenents by the non-noving party or its experts are

insufficient to defeat sunmary judgnment. Arthur A. Collins, Inc.

V. Northern Telecom Ltd., 216 F.3d 1042, 1046 (Fed. Cr. 2000);

see also Zelinski v. Brunswi ck Corp., 185 F.3d 1311, 1317 (Fed.

Cr. 1999) (affirmng district court's grant of summary judgnent
where only evidence on infringenent under doctrine of equivalents

was concl usory statenent of plaintiff's expert); WL. Gore &
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Assocs. v. Garlock, Inc., 842 F.2d 1275, 1280 (Fed. Cir. 1988)

(“Where the evidence of infringenment consists nerely of one
expert's opinion, wthout supporting tests or data, the district

court is under no obligation to accept it.”).

111. DI SCUSSI ON

Plaintiffs claimthat Colitag literally infringes Clains 1,
3, 11, 16 and 17 and infringes Clains 2 and 14 under the doctrine
of equivalents, and that the sale and offering for sale of
Colitag are acts of inducenent and contributory infringenent of
claims 11 and 14, all in violation of 35 U S.C. § 271.

Def endant, in turn, seeks summary judgnent on non-
infringement of the *789 patent and the ‘933 and ‘259 patents,
citing expert testing allegedly denonstrating that Colitag is not
a “specific mediunt and that the indicators used in Colitag —
ortho nitro phenyl -B-gal actoside (“ONPG) and 4-
met hyl unbel I'i feryl -B-D-gl ucuronide (“MJG’) -- are not the primary

or preferred nutrients in Colitag.

A. Prior ClaimConstruction and Estoppel

Plaintiffs assert that this Court previously concluded that
“a ‘specific’ mediumis one that is tailored, through the choice
of the nutrient indicator so that the target m crobes greatly
prefer it over any other nutrients and sufficiently netabolize it

to the extent needed to cause the color or other change in the



sanple. O her mcrobes which nmay be present cannot effectively
conpete with the target mcrobe to netabolize the nutrient

i ndicator and thus to generate a signal.” Pl. Br. [doc. #88] at
15. Plaintiffs also contend that “the Court construed the term
‘specific nmediumi to nean one that ‘elimnated the need for a
“prelimnary target m crobe growth step.”’” [d. at 14.

However, as defendant objects, this selective reading of the
Court’s previous Markman ruling ignores the fact that the Court
clearly held that the “critical” distinction between a “specific
medi unt and a “general nedium” as set forth in the ‘789 patent
speci fication and the prosecution history, was that a specific
medi um “‘w || support growth of only the target m crobes rather
than a general nediumwhich will also support growth of m crobes
other than the target mcrobe.”” Ruling at 8 (quoting Patent
Specification, col. 1, |Il. 9-18) (enphasis added). The ruling
al so observed, consistent with the patent specification and
prosecution history, that “the nmediumclained in this invention
is specific because it will support growth of only the target
m crobes.” Ruling at 9 (enphasis in original). Accordingly,
plaintiffs’ attenpt to elide the distinction between a specific
medi um in which only the target m crobes will netabolize and

experience substantial reproductive, or |og-phase growth, and



specific nutrient-indicators, to which only the target m crobes
will respond, is unsupported by the Court’s previous hol ding?

Plaintiffs also ask the Court to reconsider the prior ruling
that the “specific nediunf limtation applies to i ndependent
Claim 11 and dependent clainms 12 and 14 even though those clains
do not contain the “specific nmediumlanguage.” PI. Br. at 16.
Alternatively, plaintiffs argue that the Court shoul d exercise
its discretion to reconsider the holding that the “specific
mediunt limtation applies to Clainms 11 and 12 through 14, and
assert that this holding is erroneous under the doctrine of claim
differentiation. In response, CPl clains that plaintiffs are
estopped from chall enging the Court’s prior ruling.

Courts have held that the doctrine of issue preclusion
barred re-litigation of previously constructed clains in
subsequent actions involving those sanme clains, provided the

conditions for issue preclusion were net. See TM Patents, L.P

v. IBM 72 F. Supp.2d 370, 375-79 (S.D.N.Y. 1999); Abbott Labs v.

Dey, L.P., 110 F. Supp. 2d 667, 669-71 (N.D. Ill. 2000). As the

court noted in TM Pat ent s,

Four el enments nust be net for collateral estoppel to apply.
First, the issues raised in both proceedi ngs nust be
identical. Second, the relevant issues nust have been
actually litigated and decided in the prior proceeding.

Y I'n other words, a “specific mediunf is not one in which only the target

m crobe gl ows, but one in which only the target mcrobegrows. \Wether, as
plaintiffs contend, the nmedium s fal se negative rate is probative of the
growth of non-target mcrobes vel non is addressed below in the substantive
di scussion of the literal infringement claim
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Third, the party to be estopped nust have had a full and
fair opportunity to litigate the issues in that prior
proceeding. And fourth, resolution of the issues nust have
been necessary to support a valid and final judgnent on the
merits.

72 F. Supp. 2d at 375 (citing Central Hudson Gas & Elec. Corp. v.

Enpresa Naviera Santa, 56 F.3d 359, 368 (2d Cir. 1995)).2 In TM

Patents, as here, the prior case had settled follow ng the

Mar kman hearing and before trial, and the plaintiff argued in the
subsequent case that the issue was not sufficiently final for
col l ateral estoppel purposes. 1d. at 375-76. The court rejected
t hat argunment, noting that because the purpose of aMarknman
hearing is to construe the patent clainms “so that the Court can
instruct the jury on the neaning of the patent . . . [and] the
jury is not free to override the Court’s construction of the
disputed terns[,] [i]t is hard to see how nmuch nore ‘final’ a
determ nation can be.” 1d. at 376. The court also held that the
fact that the case had settled prior to review by the Federal
Circuit was irrelevant: “A party who cuts off his right to review
by settling a disputed matter cannot conplain that the question
was never reviewed on appeal. The Markman rulings were not
vacated as part of the settlement. They therefore remain

preclusive.” 1d. at 378.

2 Because “the application of general collateral estoppel principles, such as

finality of judgment, is not a matter within the exclusive jurisdiction of
[the Federal Circuit], . . . the law of the circuit in which the district
court . . . sits applies.” Pharmacia & Upjohn Co. v. Myl an Pharnaceuticals,
Inc., 170 F.3d 1373, 1381 n.4 (Fed. Gr. 1999).
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Graco Children’s Products, Inc. v. Regqalo Int’'l, LLC 77 F

Supp. 2d 660, 664 (E.D. Pa. 1999), cited by plaintiffs, is

di stingui shable fromthis case. In Gaco, the plaintiff had won
on its claimof patent infringenent followng a jury trial but
had | ost on an issue of claiminterpretation that “could not by
itself be appealed.” 1d. The court also observed that “Gaco
did not lose in the previous litigation, but, instead, obtained a
jury verdict in its favor based on the doctrine of equivalents,
maki ng the court’s interpretation of the termw thin the patent
claimnot essential to the final judgnent in that case.” 1d.
Under those circunstances, the court held that collatera
estoppel did not apply. Plaintiffs citedicta fromthe G aco
case observing that “granting preclusive effect to claim
construction woul d encourage nore appeal s and di scourage
settlement” and claimthat the facts of this case are simlar

because they woul d have been “forced to appeal an otherw se

am cable resolution of the MIlipore case in order to rectify
[the] error of claimconstruction.” Pl. Qop. to Summary Judgnent

[doc. #77] at 25. However, as the TM Patents court noted, the

mere fact that plaintiffs settled the prior case does not give
this Court’s prior rulings any |l ess preclusive effect. Even if
plaintiffs were not estopped from challenging the prior
construction of clains 11, 12 and 14, the Court concl udes that

the ruling was correct for the reasons di scussed bel ow.
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Plaintiffs cite DMI. Inc. v. Deere & Co., 755 F.2d 1570,

1574 (Fed. Cir. 1985) for the proposition that “[w] here sone
clains are broad and others narrow, the narrow claimlimtations
cannot be read into the broad whether to avoid invalidity or to
escape infringenent.” PI. Br. at 16. Thus, according to
plaintiffs, because the Court’s Novenber 24, 1997 ruling was
prem sed on the view that the invention would not be patentable
over prior art if non-target m crobes were allowed to grow in the
medi um reading the specific nediumlimtation into Cainms 11 and
14 to sustain their validity was inproper. [d. at 17.

Clains 11 and 14 of the ‘789 patent contain | anguage
identical to the definition of “specific mediuntf in Claiml. As
noted, Claim1 clains:

A specific nmediumfor conbination with a speci nen sanpl e of

a material suspected to be contam nated to determ ne the

presence or absence of a target m crobe in the specinen

sanpl e, and which can detect the presence of said target

m crobe wi thout the need of performng a prelimnary target

m crobe growm h step, said nedium conprising operative

anounts of essential vitam ns and el enents needed to support

grow h of said target m crobe and a nutrient-indicator which
is the primary nutrient in the nedium andwhich is
substantially the only nutrient in said medi umwhich can be
nmet abol i zed by said target mcrobe to the extent needed to
support continued reproductive growh thereof, and which
cannot be netabolized by other viable mcrobes in the

speci nen, to that extent

Claim11l is a nethod claimthat describes the nmethod of
form ng a speci nen sanple and nmedi um m xture, and uses the sane
| anguage quot ed above, apart fromthe term “specific nmedium?”

See ‘789 Patent, Claim 11, columm 13, |ines 20-30. However, the
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nmere absence of the word “specific” fromddaim21ll does not nean
that this Court read a limtation froma narrow claiminto a
broader claim indeed, the use of the identical |anguage
indicates that Caiml1l and Caim 1l have the sane scope.

Mor eover, the Court’s Markman ruling on the applicability of the
“specific nediuni |[imtation to Clains 11 and 14 was not to
sustain their validity but rather because plaintiffs had
expressly represented in the patent specification that:

this invention relates to the detection of a target m crobe
t hrough the use of a not necessarily sterile testing nmedi um
whi ch contains a nutrient which can be significantly

nmet abol i zed only by the target m crobe and which, once

nmet abol i zed, releases a noiety which alters a
characterization of the sanple. The nmediumis thus a
‘specific medium in that it will support growth of only the
target m crobes rather than a general mediumwhich wll also
support growth of m crobes other than the target m crobe.

‘789 Patent, Columm 1, II. 7-18 (enphasis added). Moreover, the
speci fication continues:

Because m crobes other than the target m crobes are
prevented from growi ng, netabolizing or nultiplying, the
media is so specific that the invention does not have to be
sterilized before use. Conpetition between target m crobes
and other mcrobes for the available nutrients in the nedia

is elimnated by the subject invention. . . . There is no
need for a mninmumincubation time to ensure gromh of the
target m crobe since no other mcrobes in the sanple wll be

able to substantially netabolize the nutrient in the nedia.

* % %

As previously noted, using the invention, there is very
l[ittle or no conpetition for food or nutrient anong the

m crobes in the nedia because the only nutrient present in
the nedi a can be netabolized to any significant extent
solely by the target m crobes. Accordingly, a significant
nunber of fal se-negative tests which will occur with the

13



procedures of the prior art are elimnated by this

invention. The nutrient used will be one that the target

m crobes greatly prefer over any other nutrients and al so

one to which other mcrobes have little or no preference.
Colum 3, |l. 45-51, 57-60 (enphasis added); colum 4, |l. 36-46
(enphasi s added) .

“Where the specification nmakes clear that the invention does
not include a particular feature, that feature is deened to be
outside the reach of the clains of the patent, even though the
| anguage of the clains, read wthout reference to the

speci fication, m ght be considered broad enough to enconpass the

feature in question.” Scined Life Sys., Inc. v. Advanced

Cardi ovascular Sys., Inc., 242 F.3d 1337, 1340 (Fed. G r. 2001).

Because the ‘789 patent specification nakes clear that the
clainmed invention will only support growth of target m crobes,
and at various points distinguishes prior art on the basis of the
use of a general nedium and points out the advantages of using a
specific mediumthat will support growth of only the target

m crobe, the Court concludes that specific mediumlimtation
necessarily applies to all clainms in the patent and therefore the

previous claimconstruction rulings were correct. See Sci ned,

242 F. 3d at 1343 (holding that the fact that the specification
clainmed a particular feature offered advantages over prior art
supported the conclusion that the clains cannot be read so

broadly so as to enconpass the distinguished prior art).
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B. ClaimConstruction: The ‘259 and ‘933 Patents

Citing concerns of efficiency and judicial econony,
plaintiffs do not nove for sunmary judgnment on the ‘259 and ‘933
patents because they assert that they are entitled to judgnent on
the ' 789 patent alone. See PI. Mem at 2. Defendant, however,
has noved for summary judgnent on non-infringenent under the ‘259
and ‘933 patents as well as the ‘789 patent, arguing that the
“specific nediuni requirenent of the ‘789 patent is also a
[imtation of the ‘933 and ‘259 patents.® According to
def endant, because the specifications of the ‘933 and ‘259
patents define the clainmed invention as “a ‘specific nmedium in
that it will support growth in | og phase of only the target
m crobes, rather than a general nmediumwhich will also support
growth in |l og phase of m crobes other than the target m crobes”
and states that “the nediumw Il only support reproductive growh
of the target mcrobes,” Def. Br. at 17, all three patents
contain the claimlimtation that the nmedi um nust support | og-
phase, reproductive growmh of only the target m crobes, even
t hough the term “specific nmediunt is not used in the clainms in
either the ‘933 patent or the ‘259 patent.

Plaintiffs assert without citation that “the subsequently
issued clainms in the 933 and ‘259 Patents foreclose the very

non-infringing argunents CPl is nmaking here” and argue that *CPI

3 The parties agree that the ‘933 and ‘259 patent are identical for purposes

of the clains at issue here.
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is asking the Court to sweep all of this history under the rug

W t hout even giving plaintiffs a full and fair opportunity to be
heard on matters raised in the subsequent prosecution.” Pl. Opp.
at 29. However, interpretation of the 933 and ‘259 patents is a
matter of law for the Court to determne, and plaintiffs’'s
opposition to defendant’s notion for sunmary judgnment has
provided themw th anple opportunity to be heard?* Therefore,

the Court will proceed to interpret the 933 and ‘259 patents in
the context of defendant’s notion for sunmary judgnment on non-

i nfringenent.

According to plaintiffs, the ‘933 and ‘259 specifications
differ fromthe *789 patent specification by permtting the
growt h of sone non-target m crobes. Defendant does not dispute
that there are some differences between the ‘789 and ‘933 and
‘259 patents, but clains that these differences are not different
in any material respect with regard to the construction of the
“specific nediunt requirenment. The Court agrees.

When construing a patent claim the Court nust first analyze
“the intrinsic evidence of record -- the clainms and witten
description of the patent itself, and, if in evidence, the

prosecution history.” Biovail Corp. Int’l v. Andrx

4 Athough plaintiffs claimthat they would be “severely prejudiced if the

claims of the ‘933 and ‘259 patents are construed on this inconplete record
and/or in the context of briefing on the pending nmotions for summary judgment
of infringement and non-infringenent,” there is no explanation as to the
nature of any such prejudice, nor why they could not conplete the record in
their opposition subm ssion. PlI. Opp. at 5.
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Phar maceuticals, Inc., 239 F.3d 1297, 1300 (Fed. Cr. 2001). As

di scussed above, a patentee may limt the scope of its clains

t hrough statenents nade in the specification. See Scined, 242

F.3d at 1341; Cultor Corp. v. A E. Stanley Mqg. Co., 224 F.3d

1328, 1331 (Fed. Cir. 2000) (“Clains are not correctly construed
to cover what was expressly disclained.”). As with the *789
patent, the specification of the ‘259 patent expressly states
that the medium of the invention is a specific mediumin which
non-target mcrobes will not experience |og-phase reproductive
growt h. Accordingly, such a limtation is properly construed as
part of the clains.

The * 259 patent specification states that:

[T]his invention relates to the detection of a target

m crobe through the use of a testing nmedi um whi ch medi um
contains a nutrient which can be significantly netabolized
only by the target m crobe during | og phase of growh in the
medium. . . . The nediumis thus a ‘specific nmedium in
that it will support growth in | og phase of only the target
m crobes, rather than a general nmediumwhich will also
support growth in | og phase of m crobes other than the
target mcrobes. . . . The nutrient-indicator actively
participates in the growth of the target m crobes by serving
as the preferred or primary nutrient source. The target

m crobes can grow, netabolize and multiply into | og phase
because they, and substantially only they, can use the
indicator as their primary nutrient. . . . Becausem crobes
other than the target m crobes are prevented from grow ng,
met abol i zing or nultiplying substantially into | og phase,
the nmediumis so specific that it does not have to be
sterilized before use.

* % %

The testing nmedium al so includes amnor anmount of a growth
accel erant which will boost the target m crobes and all of
the other viable mcrobes in the sanple through | ag phase
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and toward | og phase growh in the testing procedure.
The accelerant is present in a small anmount so as to be
di ssipated by the time the m crobes enter |og phase of
gr owt h.

* % %

As previously noted, using the invention, there is very
l[ittle or no conpetition for food or nutrients anong the

m crobes in the nedi um because the only nutrient present in
t he nmedi um whi ch can be netabolized to any significant
extent can be netabolized solely by the target m crobes.
The nutrient used will be one that the target m crobes
greatly prefer over any other nutrients, and al so, one for
whi ch other mcrobes in the sanple have little or no
preference, and cannot significantly assim|ate.

259 Patent, Colum 1, |I. 20-29; Colum 2, |Il. 39-42, 62-64;
Colum 3, IIl. 20-25, 28-31

The patent specification further states:

In general, with respect to this invention, after the

speci fic nmedi um has been added to the sanple, during the |ag
phase while the mcrobes are adjusting to the presence of

t he medi umno substantial mcrobial nmetabolismw Il occur
with either the target or non-target mcrobes. At the
begi nning of the | og phase, all of the mcrobes will begin

to netabolite [sic] the vitam n and m neral conponents of
the medium but only the target mcrobes will also

nmet abol i ze the specific nutrient conmponent of the nedi um
This specific nutrient is the only ingredient in the medi um
which will allow substantial growh, i.e., growh which w |
all ow mcrobial reproduction at logarithmc rates (Il og
phase), of any mcrobes in the sanple. Thus, the medi um
will only support reproductive growh of the target

m crobes. For this reason the popul ati on of non-target

m crobes in the sanple will not substantially increase, and
wll actually begin to decline during the |og phase.

Colum 7, Il. 13-29.
Claim1l of the *259 patent clains “a target m crobe-specific
medium. . . conprising . . . b) an effective anbunt of a

nutrient-indicator which is provided in an anount sufficient to
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support |1 og phase growmth of said target mcrobe . . . said
nutrient-indicator being incapable of supporting continued

| ogarithm c growth of any viable non-target mcrobes in the
medi unf sanple m xture to produce a detectable characteristic
si gnal ”

In light of this Claimlanguage and the specification, the
Court concludes that the invention clainmed by the *259 and ‘933
patents is [imted to those nedia in which only the target
m crobes can netabolize and experience | og phase, reproductive
growt h. This construction does not differ markedly fromthe
Court’s prior construction of the *789 patent (“the claim
[imtation which discloses a ‘specific nmedium neans a nedi um
that will support reproductive growh of only the target
m crobes”).

This interpretation of the ‘259 and ‘933 patent |anguage is
further supported by clainms nmade during the prosecution history
of these patents. “[P]Jrosecution history serves as a limt on
the scope of clainms by excluding any interpretation for the claim
| anguage that would permt the patentee to assert a neani ng of
the claimthat was disclained or di savowed during prosecution in

order to obtain claimallowance.” Zenith Lab., Inc. v. Bristol-

Meyers Squibb Co., 19 F.3d 1418, 1421 (Fed. Gir. 1994).

Rej ecti ons based upon prior art, including Feng et al. and

Trepeta et al., were withdrawn foll ow ng an anendnent, because:
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Applicants appear to claiman invention whereby in a bal ance
of growh rates and nedi a constituents target organi sns and
non-target organisns are initially boosted fromlag to | og
phase with a |imted anount of an ‘accel erant.’
Subsequently, the selective and differential nature of the
ot her constituents allows target organisns to thrive while
ot her organisnms do not. Such a concept is not taught by the
prior art of record.

Exam ner’s O fice Action, dated May 31, 1991, in application No.

07/ 349, 653 (enphasi s added); see al so Arendnent and Request for

Reconsi deration dated May 21, 1991, in application No.

07/ 349,653. Plaintiffs thus expressly represented, and the

pat ent exam ner expressly relied on the fact that the clai ned

i nvention would permt | og-phase reproductive growh of only the

target mcrobe. Accordingly, plaintiffs cannot now “obtain,

through litigation, coverage of subject matter relinquished

during prosecution.” Haynes Int’l, Inc. v. Jessop Steel Co., 8

F.3d 1573, 1577 (Fed. Cir. 1993).
Havi ng construed the clains, the Court now turns to
plaintiffs’ clainms of infringenment. Infringenment, unlike claim

construction, is a question of fact. See Uniroyal, Inc. v.

Rudki n-Wley Corp., 837 F.2d 1044, 1054 (Fed. Cr. 1988).

C. Literal |Infringenent

“Literal infringenment requires the patentee to prove that
t he accused device contains each limtation of the asserted

clainm(s).” Bayer AG v. Elan Pharnaceutical Research Corp. 212

F.3d 1241, 1248 (Fed. G r. 2000); accord Mas-Hamilton G oup v.
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LaGard, Inc., 156 F.3d 1206, 1211 (Fed. Cr. 1998). If any claim
[imtation is absent fromthe accused device, as a matter of |aw
there is no literal infringenent. See id.

To summarize the Court’s claimconstruction rulings, the
©789, 933 and ‘259 patents claiman invention in which only
target mcrobes (i.e., E. coli and other coliformbacteria) wll
reproduce in | og-phase growh. This [imtation applies to al
clainms in these three patents, including the nethod clains 11-14.
Thus, to prevail on their notion for summary judgnment, plaintiffs
must prove that non-target mcrobes will not reproduce in |og
phase growh in Colitag; simlarly, to prevail on the cross-
noti on, defendant nust prove that non-target m crobes do
reproduce in Colitag.

According to defendant, Colitag is not a specific medi um but
rather a “nutrient-rich, general nediunf in which nmultiple non-
target mcrobes will experience substantial, |og-phase
reproductive growmh. Plaintiffs, in turn, contend that Colitag’s
undi sputedly | ow fal se-negative rate denonstrates that Colitag is
a specific nmediumas previously construed by this Court.

Plaintiffs claimthat the existencevel non of false
negatives is a way to determ ne whether there is reproductive
growt h of non-target m crobes, because where there is significant
non-target mcrobe growh in the nmedium there is conpetition
bet ween the targets and the non-targets for necessary nutrients
and vitamns and therefore there is a possibility that target
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m crobes m ght not be able to reproduce in great enough nunbers
to cause the col or change. At oral argunent, plaintiffs’ counse
al so argued that with significant non-target m crobe growth, the
medi um may becone turbid, or cloudy, and thus it m ght be
difficult to determ ne whether the col or change had occurred,
whi ch would also lead to an increased fal se negative rate. Thus,
in support of their notion for sunmary judgnment (and in
opposition to defendant’s notion), plaintiffs rely on EPA field
testing which revealed very I ow fal se negative rates for
Colitag,® and claimthat this data shows that “a trivial anount
of non-target growth has occurred.” Pl. Reply Br. at 10.
However, as defendant’s expert Dr. Matin notes, even if the
reproductive growth of |arge nunbers of non-target m crobes under
certain circunstances may increase the fal se negative rate,
plaintiffs have not provided any evidence that the inverse is
necessarily true. See Matin Supp. Dec. at T 8(b). In other
words, the fact that the false negative rate islowin Colitag is
not evidence that there is not reproductive growh of non-target
m crobes. According to Dr. Matin, two factors unrelated to
m ni nal non-target m crobe growth account for the |ow fal se
negative rate in Colitag: the fact that E. coli is able to

nmet abol i ze efficiently even when other m crobes are present and

5> EPA testing showed a 0% false negative rate for total colifornms and a 1.4%
fal se negative rate for E. coli. Halvorson Decl. T 35. Defendant does not
di spute these figures.
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the fact that alnost all E. coli bacteria are capabl e of
hydrol yzing the indicator (MJG and thus causing the col or-change
reaction. |d.

Plaintiffs characterize the '789 patent specification as
“contenplat[ing] the use of the fal se negative test to determ ne
whet her a nmediumis specific.” Pl. Opp. at 7. Wile the
speci fication does assert that “a significant nunber of false-
negative tests which will occur with the procedures of the prior
art are elimnated by this invention,” it does not refer to the
fal se negative test as part of the definition of a specific
medi um Instead, the specification sinply clains that fewer
fal se negatives will be experienced through the use of a specific
medi um -- one in which non-target m crobes will not reproduce --
than the prior art general nmedium

I n support of its cross notion for summary judgnment, CPI
cites testing by Dr. Rosalind Tung which shows that el even
different m crobes were found to growin Colitag during early
field testing and additional tests with the comrerci al
fornmul ation of Colitag show ng that sal nonella bacteria
experienced substantial |og phase gromh. Defendant also points
to additional testing described in the supplenental declaration
of Ms. Tung of the commercial formulation of Colitag which showed
substantial |og phase growth of seven non-target m crobes,

i ncl udi ng sal nonel | a.
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Plaintiffs raise several objections to the original Tung
testing cited by defendant which they claimpreclude entry of
sunmary judgnment on defendant’s behalf. Plaintiffs argue that
the test results show ng el even different m crobes capabl e of
reproductive growth in the Colitag medi um were conducted on an
experinmental fornulation of Colitag ten years ago, that there
wer e procedural inadequacies to the testing and that the notes
describing the testing are too unspecific to permt review.
However, plaintiffs have not set forth any explanation as to how
t he procedural deficiencies had an inpact on the outcone of the
testing. Mreover, plaintiffs have not raised any nethodol ogi cal
or procedural challenge to defendant’s nore recent testing
showi ng very substantial, | og-phase reproductive growth of seven
non-target m crobes when incubated in small nunbers in the
comrercial formulation of Colitag. See Supp. Decl. of Rosalind
Tung [doc. #97], Table 1. Most notably, plaintiffs have not
submtted any testing show ng that non-target m crobes donot
grow in Colitag.

In light of the evidence submtted by defendant show ng
substantial growth of non-target m crobes in Colitag,
particularly the unchal |l enged suppl enental testing by Dr. Tung of
the coomercial Colitag, and the absence of any testing from
plaintiffs show ng that non-target m crobes do not grow in
Colitag or any evidence showi ng that the testing perforned by
def endant was i nadequate in sonme way that woul d have made a
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difference in the outcone, there sinply is not any genui ne
di spute of material facts as to whether Colitag is a specific
medi um and defendant is entitled to summary judgnent on literal

i nfringenent.®

D. Doctri ne of Equival ents

Plaintiffs also claimthat defendant’s product infringes
clainms 2 and 14 of the *789 patent under the doctrine of
equi val ents. According to plaintiffs, because Colitag contains
sodium | auryl sulfate, which operates simlarly to an antibiotic
to inhibit mcrobial growth, Colitag infringes these clainms by
performng the sane function to achieve the sane result. Pl. Br.
at 23. Because the Court has already found that Colitag is not a
specific medium and Clainms 2 and 14 both incorporate the
speci fic mediumrequirenent, plaintiffs’ notion for summary
judgnent on infringenent of Clains 2 and 14 of the *789 patent is

deni ed.”

6 Because the conclusion that Colitag is not a specific nmedium necessarily
requires the grant of summary judgnent in defendant’s favor on litera

i nfringenent of the *789, ‘259 and ‘933 patents, the Court need not reach
defendant’ s additional claimthat Colitag does not read onto the plaintiffs’
pat ents because the nutrient-indicators MJG and ONPG are not primary or
preferred nutrients in Colitag.

" Plaintiffs do not, and could not, argue that Colitag infringed under the
doctrine of equivalents even though it was not a specific nmedi um because
plaintiffs expressly disclainmed general nedia during the prosecution history
of the patents at issue. See Biovail Corp. Int’l v. Andrx Pharnmaceuticals,
Inc., 239 F.3d 1297, 1303-04 (Fed. Cir. 2001) (“‘When a clai manmendnent
creates prosecution history estoppel with regard to a claimelenent, there is
no range of equivalents available for the amended claimelenent.’””) (quoting
Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., Ltd, 234 F.3d 558, 569
(Fed. Cir. 2000) (en banc)).
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E. Acts of | nducenment and Contri butory Infringenent

Finally, plaintiffs’ notion for summary judgnent based on
acts of inducenment and contributory infringement arising out of
the sale and marketing of Colitag is deni ed because sumrary
j udgnent has been granted in defendant’s favor on non-

infringement. See Joy Tech., Inc. v. Flakt, Inc., 6 F.3d 770,

774 (Fed. Cir. 1993) (“Liability for either active inducenment of
infringenment or for contributory infringenent is dependent upon

t he exi stence of direct infringenent.”).

V. CONCLUSI ON

For the foregoing reasons, the undisputed facts denonstrate
that Colitag is not a “specific nmediuni as previously construed

by this Court’s ruling.
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Accordingly, Plaintiffs’ Mtion for Summary Judgnent [ doc.
#88] is DEN ED and Defendant’s Mdtion for Sunmary Judgnment on the

789, 933 and ‘259 patents [doc. #75] is GRANTED.

I T 1S SO ORDERED

Janet Bond Arterton, U. S.D.J.

Dat ed at New Haven, Connecticut: June 04, 2001
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