
1The parties agree that the question of infringement or noninfringement for both devices
is decided based on the TrueTrack device; therefore, for clarity, the Court will refer only to the
TrueTrack device in this Order.

UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF INDIANA

INDIANAPOLIS  DIVISION

ROCHE DIAGNOSTICS CORPORATION,
ROCHE DIAGNOSTIC OPERATIONS, INC.,
and CORANGE INTERNATIONAL LTD.,

Plaintiffs,

vs.

HOME DIAGNOSTICS, INC.,
Defendant.

)
)
)
)
)
)   1:04-cv-1187-LJM-JMS
)
)
)

ORDER ON CROSS MOTIONS FOR SUMMARY JUDGMENT

This cause is now before the Court on motions for summary judgment filed by plaintiffs,

Roche Diagnostics Corporation, Roche Diagnostics Operations, Inc. and Corange International Ltd.

(collectively, “Roche”), and by defendant, Home Diagnostics, Inc. (“HDI”), on Roche’s claims that

HDI’s TrueTrack and TrackEase1 blood glucose monitoring systems infringe U.S. Patent No.

5,366,609 (the “‘609 patent”).  The Court has already previously construed the disputed terms of

disputed claim 1 of the ‘609 patent, therefore, this Order focuses on the second step of the

infringement analysis, comparing the allegedly infringing devices to the properly construed claims.

For the reasons stated herein, the Court DENIES Roche’s Motion for Summary Judgment

of Infringement and GRANTS HDI’s Motion for Summary Judgment of Noninfringement.
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I.  PLAINTIFFS’ MOTION TO STRIKE

Roche has moved to strike HDI’s reply brief in support of HDI’s Motion for Summary

Judgment of Noninfringement on the grounds that HDI has introduced what Roche claims is a brand

new claim construction to support HDI’s motion.  The Court disagrees with Roche that HDI’s reply

arguments are new, but in any event, it is the Court’s role to clarify its claim construction, such that

it can determine whether there is an issue of fact on whether or not HDI’s products infringe the ‘609

patent.  Based on the parties’ arguments on summary judgment, the facts are largely undisputed; it

is the application of the Court’s claim construction to HDI’s products that is at issue.

The Court disagrees with Roche that there is cause to strike HDI’s reply brief; therefore, its

Motion to Strike is DENIED.

II.  BACKGROUND

A.  THE ‘609 PATENT

The ‘609 patent is directed to a biosensing meter with a pluggable memory key.  U.S. Patent

No. 5,366,609, Title (“‘609 Patent”).  The patent cites three objects, or purposes: 1) to “provide a

biosensing meter with a pluggable memory module that enables substantial reconfiguration of test

procedures and parameters employed by the meter,” ‘609 Patent, col. 3, ll. 19-22; 2) to “provide a

biosensing meter with a pluggable memory module that enables threshold potentials, test times, delay

periods and other pertinent test procedures and constants to be inserted and/or altered,” id. col. 3, ll.

23-27; and 3) to “provide a biosensing meter with a pluggable read only memory wherein data read

from the read only memory at sequential times during the use of the meter enables a determination

to be made as to whether the read only memory has been switched during a test procedure.”  Id. col.
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3, ll. 28-33.  The most common application for the ‘609 patented invention is for blood glucose

testing, and that is the industry to which HDI’s allegedly infringing devices are directed. 

Claim 1 of the ‘609 patent is the only claim at issue.  It reads:

1.  A biosensing meter for receiving a sample strip that includes a sample well
with an analyte reactant therein, said biosensing meter comprising:

sense means for outputting signals indicative of manifestations of a reaction in
said sample well between an analyte-containing fluid and said analyte
reactant;

pluggable memory key means for insertion into an electrical receptacle in said
meter, said pluggable memory key means including a plurality of stored
parameter values and procedure routine specifications that are employed in
controlling execution of an algorithm performed by said meter that enables
determination of an analyte concentration value, said procedure routine
specifications including stored values from which time values can be
determined for controlling said sense means during execution of said
algorithm; and

processor means coupled to said memory key means and responsive to parameter
values and procedure routine specifications accessed from said pluggable
memory key means, for controlling operation of said sense means in
accordance with said algorithm and for calculating from signal outputs from
said sense means a concentration value of an analyte in said analyte-
containing fluid in said sample well.

‘609 Patent, col. 8, l. 54 to col. 9, l. 11.  The disputed terms in claim 1 at the claim construction

phase of this case were:  “sample well,” “sense means,” “pluggable memory key means,” “parameter

values,” “procedure routine specifications,” and “processor means coupled to.”  The Court

summarized its construction of those claim terms as follows:

TERM COURT’S CONSTRUCTION

“sample well” a container or reservoir for the sample.

“sense means” Is a means-plus-function term.

Function: to output signals indicative of the manifestation of a reaction in the

sample well between an analyte-containing fluid  and said analyte

reactant

Structure: the electrical contact 48, the sense amplifier 50 and the A/D converter

52, and equivalents thereof
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2Both parties numbered exhibits, rather than plaintiffs using numbers and defendant using
letters as is the custom in this Court.  In addition, not all exhibits are labeled with the same
number for use in both Defendant’s Motion for Summary Judgment, and its related briefs, and
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to its own Motion for Summary Judgment:  “Def.’s SJ Exh.,” or “Def.’s SJ Reply Exh.”; (2)
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“pluggable memory key

means”

a removable and/or reinsertable read-only-memory (“ROM ”) chip  and/or module

“parameter value” constants that are assigned to variables

“procedure routine

specification”

stored values from which time values can be determined for controlling a sense

means during execution of an algorithm

“processor means” Is a means-plus-function term.

Function 1: to control the sense means

Structure 1: a microprocessor programmed to open and close the sense means to

change the gain of the amplifier alternatively to inhibit current

measurements, to avoid saturation, or to take current measurements

Function 2: to calculate the concentration of an analyte

Structure 2: a microprocessor programmed to perform an analyte testing procedure

using variable values from a pluggable memory key means or, for

glucose values specifically, a microprocessor programmed to compare

measured current values to a calibration curve defined by values from

a pluggable memory key means

“coupled to” joined or connected to during performance of the algorithm

Order on Claim Constr., Sept. 26, 2005, at 41 (“Order on Claim Constr.”)

B.  THE ACCUSED PRODUCT

The TrueTrack is a glucometer that begins to run when a battery is installed into the device.

Pls.’ Exh. 128, Software Code for TrueTrack, at HDI 107455-834 (“Pls.’ Exh. 128”); Pls.’ Exh. 129,

HDI ECI Meter Software Arch. Design Chart, at HDI 001212-426 (“Pls.’ Exh. 129”).  It includes

a microprocessor; a data acquisition system (“DAS”), in the form of an integrated circuit; memory;

and a display.  Pls.’ SJ Exh. 7, Kovacs Resp. Rep. ¶¶ 58-61.2  The integrated circuit, which contains
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Plaintiffs’ Exhibits related to Defendant’s Motion for Summary Judgment:  “Pls.’ Opp’n Exh.”;
(3) Plaintiffs’ Exhibits related to its own Motion for Summary Judgment: “Pls.’ SJ Exh.” or
“Pls.’ SJ Reply Exh.”; (4) Defendant’s Exhibits related to Plaintiffs’ Motion for Summary
Judgment: “Def.’s Opp’n Exh.” or “Def.’s Surreply Exh.”  Any exhibits that are common to any
of the pleadings related to either summary judgment motion shall be commonly referred to by the
name of the exhibit first given to it by the Court.  For example, Plaintiffs’ exhibit 3 to their own
Motion for Summary Judgment is Andersen’s Report, after the first reference to that exhibit the
Court will designate the exhibit as “Andersen’s Rep.” regardless of which party cites to that
report and regardless in which pleading it is cited.  The Court notes that neither party provided
the Court with an exhibit list, which would have made the Court’s role in sifting through the
exhibits much less time consuming.
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more than the data acquisition system, contains multiple amplifiers; only one of those amplifiers, a

programmable gain amplifier (“PGA”), is capable of having its gain changed.  Oti Decl. ¶¶ 4-5.

Unlike the amplifier disclosed in the ‘609 patent, the PGA does not convert current to voltage and

it does not have two resistors and a switch.  Id. ¶¶ 6-7; id. Exh. A, at 3.

When not in use, the TrueTrack remains in a sleep or lower power state until the

microprocessor has monitored that a triggering event has occurred, such as insertion of a sample

strip.  Pls.’ Exh. 128, at KDI 107549-51; Pls.’ Exh. 129, at HDI 001379-80; Pls.’ SJ Exh. 2,

Andersen Supp. Rep. & Statemt. (“Andersen Supp. Rep.”).  When the TrueTrack is woken up, it

completes power up and meter diagnostic steps.  Pls.’ Exh. 128, at HDI 107550-52, 107532, 107747-

48, 107811-13, 107483-84; Pls.’ Exh. 129, at HDI 001379, 001316-17, 001340-41, 001237-40; Oti

Decl. ¶ 5.  At this time, the gain of the PGA is changed from 1/3 to 1/1, and a first temperature

measurement is taken to determine whether the TrueTrack is within its operating temperature range.

Pls.’ Exh. 128, at HDI 107551-52; Oti Decl. ¶¶ 19-21.  If the microprocessor determines that a strip

insertion is the triggering wake up event, the microprocessor changes the gain of the PGA to 1/3,

then the processor determines the type of strip that was inserted:  a test strip for conducting a glucose
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test, or a check strip to perform additional meter diagnostics.  Pls.’ Exh. 128, at HDI 107551-52,

107531-33, 107484, 107749; Pls.’ Exh. 129, at HDI 001245, 001380, 001367-68; Oti Decl. ¶ 23.

If the microprocessor determines that the strip is a glucose test strip, the microprocessor starts

a program, labeled “Start of Code for Test Strip Measurements” in HDI’s Software Code printout,

in which the first step is to take a second pre-reaction temperature measurement.  Pls.’ Exh. 128, at

HDI 107535; Pls.’ Exh. 129, HDI 001370; Pls.’ SJ Exh. 3, Andersen Rep. at 29 (“Andersen Rep.”).

Once the microprocessor turns on the data acquisition system, it changes the gain of the PGA from

1/3 to 1/1.  Pls.’ Exh. 128, at HDI 107484-87; Pls.’ Exh. 129, at HDI 001240, 001245; Pls.’ SJ Exh.

8, Kovaks Dep. at 251-52 (“Kovaks Dep.”).  Then, the microprocessor creates an electrical

connection between the data acquisition system and a thermistor, which makes voltage

measurements later used to calculate a temperature value.  Pls.’ Exh. 128, at HDI 107485; Pls.’ Exh.

129, at HDI 001240.  Next, the microprocessor commands the data acquisition system, more

particularly, the A/D convertor, to convert the analog signal to a digital signal that can be received

and used by the microprocessor.  Pls.’ Exh. 128, at HDI 107487; Pls.’ Exh. 129, at HDI 001246.  The

measured voltage is converted to a temperature value and is stored by the microprocessor for use

later.  Pls.’ Exh. 128, at HDI 107535; Pls.’ Exh. 129, at HDI 001370; Andersen Rep. at 29-30.

After the TrueTrack stores pre-reaction temperatures, the microprocessor copies the entire

contents of the external code chip into the internal memory.  Neel Dep. at 140-43; Oti Decl. ¶¶ 28-

30; Pls.’ Exh. 128, at HDI 107516-23; Pls.’ Exh. 129, at HDI 001354-57.  The code chip is never

accessed again, Oti Decl. ¶ 30, rather, the TrueTrack uses the copied data stored on the internal

memory on an as needed basis during a glucose test.  Neel Dep. at 141-42, 214; Andersen Rep. at

24.
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Once the code chip data has been stored in the TrueTrack internal memory, the

microprocessor waits to detect that a blood sample has been applied to the sample well on the test

strip.  Pls.’ Exh. 128, at HDI 107537-38; Pls.’ Exh. 129, at HDI 001371; Andersen Rep. at 30.  The

microprocessor detects a blood sample by providing an excitation voltage to the strip.  Pls.’ Exh.

128, at HDI 107537, 107479-80, 107746; Pls.’ Exh. 129, at HDI 001232, 001371; Andersen Rep.

at 30.  The microprocessor turns on the data acquisition system and sets the gain of the PGA to 1/1.

Pls.’ Exh. 128, at HDI 107483, 107746, 107485; Pls.’ Exh. 129, at HDI 001237, 001241, Andersen

Rep. at 30.  Next, the microprocessor controls the data acquisition system’s switches to create an

electrical connection between it and the assay anode, or working electrode, of the strip.  Pls.’ Exh.

128, at HDI 107486; Pls.’ Exh. 129, at HDI 001242.  The microprocessor then commands the A/D

converter to convert the analog signal to a digital signal that the microprocessor can receive and use.

Pls.’ Exh. 128, at 107487; Pls.’ Exh. 129, at HDI 001246.  The microprocessor compares the

measured value to a drop detect threshold to determine if a blood sample has been applied; if the

value is greater than the threshold, a blood sample is detected.  Pls.’ Exh. 128, at HDI 107538-39;

Pls.’ Exh. 129, at HDI 001371.

If the TrueTrack detects a blood sample, then the microprocessor removes the excitation

voltage and awaits the end of an incubation period, which is determined by the microprocessor from

data it stored in its internal memory that originated on the code key.  Kovaks Dep. at 215-16.  During

this incubation period, the microprocessor inhibits the data acquisition system from determining the

signal at the working electrode.  Pls.’ Exh. 128, at HDI 107541; Pls.’ SJ Exh. 18, ECI Memory Map

Software Design Spec., Doc. No. ECI-SDS-008, Rev. No. 6.0, May 11, 2004, at HDI 001030 (“Pls.’

Exh. 18”); Pls.’ Exh. 129, at HDI 001372.
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After the incubation delay, the TrueTrack’s microprocessor applies an excitation voltage and

controls the data acquisition system to take measurements of the resulting current flow between the

assay electrodes.  Pls.’ Exh. 128, at HDI 107541, 107525, 107746; Pls.’ Exh. 129, at HDI 001373,

001360, 001312; Andersen Rep. at 31.  To do this, the microprocessor turns on and configures the

data acquisition system to take measurements, including setting the gain of the PGA to 1/1, and

controlling the switches of the data acquisition system to connect a pathway from it to the working

electrode of the test strip.  Pls.’ Exh. 128, at HDI 107383, 107485; Pls.’ Exh. 129, at HDI 001237,

001241; Andersen Rep. at 31.  Next, the microprocessor obtains the number of data points (“NDP”)

value, which was originally data from the code key, from its internal memory.  Pls.’ Exh. 128, at

107525; Pls.’ Exh. 129, at HDI 001360; Andersen Rep. at 31.

The TrueTrack’s microprocessor then instructs the data acquisition system’s A/D converter

to initiate periodic measurements of the assay current signal.  Pls.’ Exh. 128, at HDI 107541; Pls.’

Exh. 129, at HDI 001373.  The measurements are taken every 0.1 seconds and the results are

transmitted from the A/D converter to the microprocessor.  Pls.’ Exh. 128, at HDI 107487; Pls.’ Exh.

129, at HDI 001246; Andersen Rep. at 31.  The microprocessor stores the values representing current

measurements in a memory buffer for later processing.  Pls.’ Exh. 128, at HDI 107541; Pls.’ Exh.

128, at HDI 001373.  The microprocessor continues to enable and to store signal measurements for

a period equal to 0.1 seconds times the NDP.  Pls.’ Exh. 128, at HDI 107541; Pls.’ Exh. 129, at HDI

001373; Andersen Rep. at 31.

Next, the microprocessor ignores all collected data points that indicate levels are not

measurable by the data acquisition system, or data points that reveal a saturation level.  Def.’s SJ

Exh. 23, Andersen Dep. at 108; Andersen Rep. at 40.  The TrueTrack’s microprocessor then
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compares the glucose and temperature compensation polynomial coefficients to the average current

value; said glucose polynomial coefficients were obtained from the internal memory where they were

stored after copying from the code key.  Pls.’ Exh. 128, at HDI 107542, 107600-02, 107661-63; Pls.’

Exh. 129, at HDI 001374; Pls.’ Exh. 18, at HDI 001028; Andersen Rep. at 32.  Similarly, using

coefficients from internal memory that were copied from the code chip, the microprocessor corrects

the glucose concentration for temperature based on the buffer-stored pre-reaction temperature that

was taken before the blood sample was applied.  Pls.’ Exh. 128, at HDI 107543, 107661-63; Pls.’

Exh. 18, at HDI 001031-32; Andersen Rep. at 32.

The TrueTrack’s microprocessor calculates the temperature deviation between the stored pre-

reaction and post-reaction temperatures; the effort to determine glucose concentration is aborted if

the difference between the two temperatures is greater than 2° Celsius.  Pls.’ Exh. 128, at HDI

107543, 107817; Pls.’ Exh. 129, at HDI 001343, 001374.  If the process was not terminated, the

microprocessor finally causes the TrueTrack to display the calculated glucose concentration.  Pls.’

Exh. 128, at HDI 107544; Pls.’ Exh. 129, at HDI 001374.

III.  STANDARDS

A.  SUMMARY JUDGMENT

Summary judgment is granted “if the pleadings, depositions, answers to interrogatories, and

admissions on file, together with the affidavits, if any, show that there is no genuine issue as to any

material fact and that the moving party is entitled to a judgment as a matter of law.”  Fed. R. Civ.

P. 56(c).  See also CAE Screenplates v. Heinrich Fiedler GMBH, 224 F.3d 1308, 1316 (Fed. Cir.

2000).  An issue is genuine only if the evidence is such that a reasonable jury could return a verdict
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for the opposing party.  See Anderson v. Liberty Lobby, Inc., 477 U.S. 242, 248 (1986).  A disputed

fact is material only if it might affect the outcome of the suit in light of the substantive law.  See id.

The moving party has the initial burden to show the absence of genuine issues of material

fact.  See Wollin v. Gondert, 192 F.3d 616, 620 (7th Cir. 1999); Schroeder v. Barth, 969 F.2d 421,

423 (7th Cir. 1992).  This burden does not entail producing evidence to negate claims on which the

opposing party has the burden of proof.  See Green v. Whiteco Indus., Inc., 17 F.3d 199, 201 & n.3

(7th Cir. 1994).  The party opposing a summary judgment motion bears an affirmative burden of

presenting evidence that a disputed issue of material fact exists.  See Wollin, 192 F.3d at 621;

Gonzalez v. Ingersoll Milling Mach. Co., 133 F.3d 1025, 1031 (7th Cir. 1998); Matsushita Elec.

Indus. Co. v. Zenith Radio Corp., 475 U.S. 574, 586-87 (1986); Scherer v. Rockwell Int'l Corp., 975

F.2d 356, 360 (7th Cir. 1992).  Moreover, the opposing party must “go beyond the pleadings” and

set forth specific facts to show that a genuine issue exists.  See Wollin, 192 F.3d at 621; Stop-N-Go

of Madison, Inc. v. Uno-Ven Co., 184 F.3d 672, 677 (7th Cir. 1999); Hong v. Children’s Mem.

Hosp., 993 F.2d 1257, 1261 (7th Cir. 1993), cert. denied, 511 U.S. 1005 (1994).  This burden cannot

be met with conclusory statements or speculation, see Cliff v. Bd. of Sch. Comm’rs, 42 F.3d 403, 408

(7th Cir. 1994) (citing McDonnell v. Cournia, 990 F.2d 963, 969 (7th Cir. 1993));  accord Chapple

v. Nat’l Starch & Chem. Co., 178 F.3d 501, 504 (7th Cir. 1999); Weihaupt v. Am. Med. Ass’n, 874

F.2d 419, 428 (7th Cir. 1989), but only with appropriate citations to relevant admissible evidence.

See Local Rule 56.1; Brasic v. Heinemann’s Inc., Bakeries, 121 F.3d 281, 286 (7th Cir. 1997);

Foreman v. Richmond Police Dept., 104 F.3d 950, 957 (7th Cir. 1997);  Waldridge v. Am. Hoechst

Corp., 24 F.3d 918, 923-24 (7th Cir. 1994).  Evidence sufficient to support every essential element
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of the claims on which the opposing party bears the burden of proof must be cited.  See Celotex

Corp. v. Catrett, 477 U.S. 317, 322 (1986).

In considering a summary judgment motion, the Court must draw all reasonable inferences

in the light most favorable to the opposing party.  See Johnson Worldwide Assocs., Inc. v. Zebco

Corp., 175 F.3d 985, 988 (Fed. Cir. 1999); Wollin, 192 F.3d at 621; Thomas & Betts Corp. v.

Panduit Corp., 138 F.3d 277, 291 (7th Cir. 1998); Spraying Sys. Co. v. Delavan, Inc., 975 F.2d 387,

392 (7th Cir. 1992).  If a reasonable fact finder could find for the opposing party, then summary

judgment is inappropriate.  See Stop-N-Go, 184 F.3d at 677; Shields Enters., Inc. v. First Chi. Corp.,

975 F.2d 1290, 1294 (7th Cir. 1992).  When the standard embraced in Rule 56(c) is met, summary

judgment is mandatory.  Celotex Corp., 477 U.S. at 322-23; Thomas & Betts, 138 F.3d at 291;

Shields Enters., 975 F.2d at 1294.  

B.  PATENT INFRINGEMENT 

Reviewing whether a product infringes a patent is a two step process.  See CAE Screenplates,

Inc. v. Heinrich Fiedler GmbH & Co. KG, 224 F.3d 1308, 1316 (Fed. Cir. 2000); K-2 Corp. v.

Salomon S.A., 191 F.3d 1356, 1362 (Fed. Cir. 1999).  First, the Court must interpret the disputed

claims, “from a study of all relevant patent documents,” to determine their scope and meaning.  K-2

Corp., 191 F.3d 1356, 1362 (Fed. Cir. 1999).  See also Dolly, Inc. v. Spalding & Evenflo Cos., Inc.,

16 F.3d 394, 397 (Fed. Cir. 1994).  Second, the Court must determine if the accused device comes

within the scope of the properly construed claims, either literally or by a substantial equivalent.  See

K-2 Corp., 191 F.3d at 1362; Dolly, 16 F.3d at 397; SmithKline Diagnostics v. Helena Labs. Corp.,

859 F.2d 878, 889 (Fed. Cir. 1988).  In large part, the first phase of the infringement analysis, claim
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construction, occurred prior to the instant summary judgment motions.  In those instances where the

Court was not as clear as the parties found necessary, the Court will apply the principles set forth in

the Federal Circuit’s opinion in Phillips v. AWH Corp., 415 F.3d 1303 (Fed. Cir. 2005), en banc.

Thereafter, the Court must focus on whether HDI’s products are within the scope of claim 1 of the

‘609 patent as it was construed by the Court.

To prove infringement of the ‘609 patent, Roche must show by a preponderance of the

evidence that every limitation of the claim asserted to be infringed has been found in an accused

device, either literally or by an equivalent.  See Becton Dickinson & Co. v. C.R. Bard, Inc., 922 F.2d

792, 796 (Fed. Cir. 1990); Pennwalt v. Durand-Wayland, Inc., 833 F.2d 931, 935 (Fed. Cir. 1987),

cert. denied, 485 U.S. 961 (1988) & 485 U.S. 1009 (1988).  Although the requirements to show

literal infringement of an ordinary term requires little explanation, literal infringement of a means-

plus-function term requires a slightly different analysis.  “Literal infringement of a means-plus-

function claim limitation requires that the relevant structure in the accused device perform the

identical function recited in the claim and be identical or equivalent to the corresponding structure

in the specification.”  Applied Med. Res. Corp. v. U.S. Surgical Corp., 448 F.3d 1324, 1333 (Fed.

Cir. 2006) (citing Lockheed Martin Corp. v. Space Sys./Loral, Inc., 324 F.3d 1308, 1320 (Fed. Cir.

2003)).  Once Roche has identified the relevant structure in HDI’s product, Roche “may prove it is

equivalent to the disclosed structure by showing that the two perform the identical function in

substantially the same way, with substantially the same result.”  Id. (citing Kemco Sales, Inc. v.

Control Papers Co., 208 F.3d 1352, 1364 (Fed. Cir. 2000)).

Absent a finding of literal infringement, a court could find that an accused device infringes

by applying the judicially-created equitable doctrine of equivalents.  See CAE Screenplates, 224 F.3d
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at 1318; Becton Dickinson, 922 F.2d at 797; ZMI Corp. v. Cardiac Resuscitator Corp., 844 F.2d

1576, 1581 (Fed. Cir. 1988); Pennwalt, 833 F.2d at 934.  Under this doctrine, an accused device may

still infringe a claim “if each and every limitation of the claim is . . . equivalently present.”  CAE

Screenplates, 224 F.3d at 1318-19.  “A claim limitation is ‘equivalently present’ in an accused

device if there are only ‘insubstantial differences’ between the limitation and corresponding aspects

of the device.”  Id. at 1319 (quoting Hilton Davis Chem. Co. v. Warner-Jenkinson Co., 62 F.3d 1512,

1517-18 (Fed. Cir. 1995), rev’d on other grounds, 520 U.S. 14 (1997)).  Generally, infringement by

equivalents is an issue of fact.  See id.  But, a district court may grant partial or complete summary

judgment where the evidence is such that no reasonable jury could determine two elements

equivalent.  Id.

IV.  DISCUSSION

HDI contends that summary judgment of noninfringement is proper for three reasons; first

and second, because the TrueTrack has neither a sense means nor a processor means, as those terms

have been defined by the Court and, third, because the TrueTrack’s microprocessor is not coupled

to its code chip during performance of the algorithm as required by claim 1.  Roche argues that

summary judgment of infringement is proper because the TrueTrack has all the required elements

of claim 1 of the ‘609 patent.  Because the Court agrees with HDI that there is no genuine issue of

material fact that the TrueTrack has neither a sense means nor a processor means, summary

judgment of noninfringement is appropriate in favor of HDI.

In the claim construction phase of this suit the Court determined that the sense means, a

means-plus-function term, had the function “to output signals indicative of manifestations of a
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reaction in said sample well,” and a corresponding structure of “electrical contact 38, sense amplifier

50, and the A/D converter 52.”  Order on Claim Constr. at 14-15.  The Court also determined that

the processor means is a means-plus-function term and must perform two functions:  (1) to control

the sense means; and (2) to calculate the concentration of an analyte.  Id. at 35.  The Court

determined that the structure corresponding to the first function, to control the sense means, was a

microprocessor programmed to open and close the switch of the sense means to change the gain of

the amplifier to allow one of three things to happen:  to inhibit current measurements, to prevent

saturation, or to take current measurements.  Id. at 35-36.  It is clear in the context of the ‘609 patent,

that the changes to the gain of the amplifier of the sense means occurs during testing of the analyte.

See id.; see also ‘609 Patent, col. 7, ll. 19-28; id. col. 7, ll. 46-65; id. col. 5, ll. 19-26.  Even assuming

the PGA, either alone or in conjunction with the remaining parts of the DAS, has the same or

equivalent structure3 to the sense means of the ‘609 patent, in the TrueTrack the microprocessor

changes the gain of the PGA, however, that gain is not changed to control the sense means such that

it either inhibits current measurements, prevents saturation, or takes current measurements during

test of the analyte.  Rather, the undisputed facts show that the only time the PGA’s gain is changed

is to allow a temperature measurement to be taken.  During testing of the analyte, the gain of the

PGA is set to 1/1 and never changes.  Oti Decl. ¶¶ 25, 46.  Moreover, there is no means for

preventing saturation of the PGA during testing of the analyte in the TrueTrack.  Oti Decl. ¶¶ 18, 20,
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22, 34-35; Andersen Rep. at 37.  Rather, the microprocessor of the TrueTrack ignores values that

are at or beyond the saturation point of the DAS.  Andersen Dep. at 108.

Similarly, the Court also agrees with HDI that the TrueTrack’s code chip is not coupled to

the processor means during performance of the algorithm that performs the analyte test.  In its claim

construction order, the Court explained that “[t]he claim language itself implies that the ‘processor

means’ responds to data on the pluggable memory key means during performance of the algorithm

that controls the sense means, and calculates an analyte value.”  Order on Claim Constr. at 39 (citing

‘609 Patent, col. 9, ll. 4-11).  Further, “the description of the preferred embodiment indicates that

the ‘processor means’ is connected to or communicating with the pluggable memory key means

during the test.  The specification teaches that information is loaded from the pluggable memory key

means by the processor ‘only on an as needed basis.’”  Id. at 39 (citing ‘609 Patent, col. 6, ll. 14-18).

In the TrueTrack device, there is no dispute that all of the necessary data for performing the analyte

test portion of the algorithm is downloaded from the code chip at one time.  Neel Dep. at 140-43;

Oti Decl. ¶¶ 28-30; Pls.’ Exh. 128, at HDI 107516-23; Pls.’ Exh. 129, at HDI 001354-57.  The

microprocessor then accesses the data from its internal memory on an as needed basis, not from the

external code chip.  Neel Dep. at 141-42, 214; Andersen Rep. at 24.  

Roche argues that the temperature check portion of the TrueTrack’s algorithm is the start of

the analyte test because the result of that test is used to calculate the glucose value, and data for

running that portion of the algorithm is accessed from the code chip before the download, therefore,

the TrueTrack is literally coupled to the microprocessor during the test.  This reasoning ignores the

language of the claim that requires that the microprocessor access data from the removable memory
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key during the analyte test.  ‘609 Patent, col. 9, ll. 4-11.  There is no evidence that the TrueTrack’s

microprocessor accesses the code key during the analyte test to control the sense means.

For these reasons, the Court concludes that there is no genuine issue of material fact that the

TrueTrack infringes claim 1 of the ‘609 patent.  Therefore, summary judgment in favor of HDI

should be GRANTED and summary judgment in favor of Roche should be DENIED.
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V.  CONCLUSION

For the foregoing reasons, the Court GRANTS defendant’s, Home Diagnostics, Inc., Motion

for Summary Judgment of Noninfringement, and DENIES plaintiffs’, Roche Diagnostics

Corporation, Roche Diagnostics Operations, Inc. and Corange International Ltd., Motion for

Summary Judgment of Infringement.  Plaintiff’s, Roche Diagnostics Corporation, Roche Diagnostics

Operations, Inc. and Corange International Ltd., Motion to Strike is also DENIED.

Because defendant, Home Diagnostics, Inc., has brought a counterclaim for declaratory

judgment of invalidity of the ‘609 patent, and it is a claim independent from plaintiffs’, Roche

Diagnostics Corporation, Roche Diagnostics Operations, Inc. and Corange International Ltd., claim

of infringement, see Yoon Ja Kim v. Conagra Foods, Inc., 465 F.3d 1312, 1320 n.9 (Fed. Cir. 2006)

(citing Cardinal Chem. Co. v. Morton Int’l Inc., 508 U.S. 83, 96 (1993)), defendant shall have fifteen

days from the date of this Order to indicate whether or not it intends to pursue such a claim.  If

defendant does not seek to pursue its counterclaim, the Court shall enter final judgment in this cause

accordingly.

IT IS SO ORDERED this 2nd day of March, 2007.

_________________________________
LARRY J. McKINNEY, CHIEF JUDGE
United States District Court
Southern District of Indiana

Distribution attached.

 
        ___________________________________ 
        LARRY J. McKINNEY, CHIEF JUDGE 
        United States District Court 
        Southern District of Indiana 
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