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PARTIES

1.  HemoCue AB is a corporation organized under the laws of Sweden
with its principal place of business at Box 1204SE-262 23 Angelholm, Sweden, and
is the owner of the patent-in-suit.

2. HemoCue, Inc.,, an affiliate of HemoCue AB, is a corporation
organized under the laws of California with its principal place of business at 40
Empire Drive, Lake Forest, California, 92630, and is the exclusive licensee of the
patent-in-suit within the United States.

3. Stanbio is a limited partnership organized under the laws of the State
of Texas, with its principal place of business at 1261 North Main Street, Boemne,
Texas, 78006.

4, Upon information and belief, EKF is a corporation organized under the
laws of Germany with its principal place of business at Ebendorfer Chaussee 3, D -
39179, Barleben / Magdeburg.

JURISDICTION AND VENUE
5. This is an action for patent infringement under 35 U.S.C. § 271 et seq.,

and an action for unfair competition under the Trademark Act of 1946, as amended,
15 U.S.C. § 1051 et seq. (“Lanham Act”).

6.  This Court has federal subject matter jurisdiction pursuant to 28 U.S.C.
§§ 1331 and 1338, and 15 U.S.C. § 1121.

7. Upon information and belief, EKF has sufficient contacts with this
District to be deemed to reside in this District and is subject to personal jurisdiction
of this Court for this patent infringement action. EKF has purposely placed its
products into the stream of commerce with the expectation they will be purchased
and used by consumers in the State of California. Therefore, personal jurisdiction
over defendant EKF is conferred under Article II of the United States Constitution.

8. Upon information and belief, Stanbio has sufficient contacts with this

District to be deemed to reside in this District and is subject to personal jurisdiction

25431855.1 ' 2
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of this Court for this patent infringement action. Stanbio has done business and is
doing business in California and has purposely placed its products and services into
the stream of commerce with the expectation they will be purchased and used by
consumers in the State of California. Therefore, personal jurisdiction over
defendant Stanbio is conferred under Article 1I of the United States Constitution.

9.  The acts and transactions complained of herein were conceived,
carried out, made effective, and had effect within the State of California and within
this District, among other places. Venue is proper in this District pursuant to 28
U.S.C. §§ 1391 (b) and (c) and 1400.

RELATED SUIT

10.  On October 29, 2003, Stanbio filed a Declaratory Judgment Action in

the Western District of Texas, Cause No. SA 03 CA 1080 OG, alleging that

HemoCue threatened litigation against Stanbio for infringement of HemoCue's

5,674,457 patent. HemoCue contends that there was no threat of infringement and
that the action in San Antonio was premature because there was no justiciable
controversy between the parties. HemoCue filed a motion to dismiss the lawsuit for
lack of subject matter jurisdiction based on HemoCue’s contention that at the time
the suit was filed, Stanbio did not have a reasonable apprehension of being sued by
HemoCue. This motion is presently pending before the court in San Antonio.

11.  This present Action should not be transferred to the Western District of
Texas as that Court lacks federal subject matter jurisdiction because no controversy
existed at the time the Declaratory Judgment Action was filed.

BACKGROUND AND FACTS

A.  The Patent-In-Suit

12.  United States Patent No. 5,674,457 (“the ‘457 Patent”), entitied
“Capillary Microcuvette,” issued on October 7, 1997, is the patent in suit. A copy
of the ‘457 Patent is attached as Exhibit 1.

25431855.1 3
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13. The ‘457 patent covers a device called a microcuvette that is sold to
take blood samples from patients for testing hemoglobin levels in blood. A
patient’s finger is pricked so that a small sample of blood may be drawn into the
microcuvette. The microcuvette is then placed into a reader to measure the
hemogiobin level in blood samples. The patented microcuvette is designed to
prevent bubbles from forming in the measuring zone of the microcuvette that might
result in an inaccurate reading.

14. HemoCu\e AB is the assignee and the owner of all right, title and
interest in and to the ‘457 Patent.

15. HemoCue AB has granted HemoCue, Inc., an exclusive license to
make, use, sell, offer to sell and import into the United States products under the
457 Patent.

B. Patent Infringement Activity

16. Stanbio has in the past offered for sale and sold, and is currently
offering for sale and selling, the HemoPoint® H2 Hemoglobin Measurement
System for measuring hemoglobin levels in blood samples.

17.  The Hemopoint® H2 Hemoglobin Measurement System utilizes
microcuvettes called the H2 Microcuvettes.

18. On information and belief, Stanbio entered into a distribution
agreement with EKF, a German manufacturer, to import and sell the H2
Microcuvettes in the United States. EKF has manufactured the H2 Microcuvettes
and delivered them to Stanbio for sale in the United States.

19.  Stanbio offers for sale and sells the H2 Microcuvettes under part
numbers 3010-100 (sold in lots of 100 cuvettes), and 3010-200 (sold in lots of 200
cuvettes).

20.  On information and belief, on or about May 5, 2004, Stanbio offered to
sell H2 Microcuvettes to the San Diego Blood Bank at a price of 75 cents per

25431855.1 4
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cuvette. The San Diego Blood Bank has a principal office located at 440 Upas St.,
San Diego, California 92103.
C.  Facts Related to Unfair Competition

2]. Stanbio prominently uses HemoCue’s trade name and registered
trademark HEMOCUE (the “HemoCue Mark™) on package labels for the H2
Microcuvettes. For example, the product labels for HemoPoint® H2 Cuvettes
prominently display the words “For Use with HemoPoint® H2 Meter and
HemoCue® Meter.” An example of Stanbio’s product labeling is attached as
Exhibit 2. This use of the HemoCue mark and tradename was done without
HemoCue’s consent.

22.  The use described above by Stanbio of the HemoCue Mark and trade
name is likely to cause confusion, to cause mistake, and/or to deceive consumers
and potential consmﬁers of the parties, at least as to falsely implying (a) an
affiliation, connection, or association of HemoCue with Stanbio, (b) an
endorsement or sponsorship of the H2 Microcuvettes by HemoCue, (c) an approval
by HemoCue for the use of the H2 Microcuvettes with HemoCue’s photometer, or
(d) that HemoCue has granted a license to Defendants for the ‘457 Patent. On
information and belief, other product literature improperly uses the HemoCue Mark
and trade name.

23. Stanbio’s improper use of the HemoCue Mark and trade name in the
United States enables Defendants to trade on and receive the benefit of goodwill
HemoCue built up at great labor and expense over many years, and to gain
acceptance of Defendants’ goods not solely on their own merit, but on the
reputation and goodwill of HemoCue, the HemoCue Mark and trade name.

24.  Defendants’ irhproper use of the HemoCue Mark and trade name in the

United States unjustly enriches Defendants at Plaintiffs’ expense.

25431855.1 5
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25. Defendants’ improper use of the HemoCue Mark and trade name in
United States commerce has caused Plaintiffs to lose sales and has damaged their
goodwill and reputation.

COUNT ONE
Patent Infringement Under 35 U.S.C, §271

26. Plaintiffs repeat the allegations above in paragraphs 1-25 as if fully set
forth herein,

27.  Upon information and belief, EKF has exported to the United States
the H2 Microcuvettes, and such activities constitute infringement of the ‘457 Patent
and active inducement of others to infringe the ‘457 Patent within the United States,
all in violation of 35 U.S.C. § 271(a) and (b), all without the authorization of
Plaintiffs.

28. Stanbio has imported into the United States, used, offered for sale and
sold the H2 Microcuvettes, and such activities constitute infringement of the ‘457
Patent and active inducement of others to infringe the ‘457 Patent within the United
States, all in violation of 35 U.S.C. § 271(a) and (b), all without the authorization of
Plaintiffs.

29. Upon information and belief, EKF and Stanbio had knowledge of the
‘457 Patent since at least prior to the time of committing acts of direct infringement
and actively inducing others to infringe.

30. Upon information and belief, EKF’s and Stanbio’s infringement of the
‘457 Patent has been willful.

31. This case is an “exceptional” case within the meaning of 35 U.S.C. §
285,

32. Plaintiffs have been irreparably harmed by EKF’s and Stanbio’s acts
of infringement of the ‘457 Patent and will continue to be harmed uniess and until

Defendants’ acts of infringement are enjoined and restrained by order of this Court.

25431855.1 6
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Plaintiffs have no adequate remedy at law and therefore seek both a preliminary and
permanent injunction.

33. As a result of Defendants’ acts of infringement of the ‘457 Patent,
Plaintiffs have suffered and will continue to suffer damages in an amount to be
proven at trial.

34, EKF’s and Stanbio’s infringing conduct has caused and will continue
to cause irreparable injury to Plaintiffs unless preliminarily and permanently
enjoined.

COUNT TWO
Unfair Competition Under Lanham Act, 15 U.S.C. § 1125(a)

35. Plaintiffs repeat the allegations in paragraphs 1-34 above as 1f fully set
forth herein.

36. The acts of Defendants complained of herein constitute unfair
competition in violation of Section 43(a) of the Lanham Act, 15 U.S.C. § 1125(a).

37. Defendants’ unauthorized use of the HemoCue Mark and trade name
in the United States is likely to cause confusion, to cause mistake, and/or to mis_lead
or deceive consumers and potential customers of the parties, at least as to falsely
implying (a) an affiliation, connection, or association of HemoCue with Stanbio, (b)
an endorsement or sponsorship of the H2 Microcuvettes by HemoCue, (c) an
approval by HemoCue for the use of the H2 Microcuvettes with HemoCue’s
photometer, or (d) that HemoCue has granted a license to Defendants for the ‘457
Patent, and therefore constitutes unfair and fraudulent business practices in
violation of 15 U.S.C. §1125(a).

38. Unless the acts of Defendants are restrained by this Court, they will
continue to cause irreparable injury to Plaintiffs and to the public for which there is

no adequate remedy at law.

254318551 7

COMPLAINT




OO0 I N h B W N —

[ T G R G R N S N T N T o T S e e e e e e
~] o U W N = O O 00 ] (=} U £ W N - O

28

DOCIMENT PREFARED
ON RECYCLED PAPER

Case 3:04-cv-01378-BEN-AJB Document 1 Filed 0789/04 Page 9 of 23

WHEREFORE, HemoCue AB and HemoCue, Inc. pray for judgment as

follows:
A.

I)

2)
3)

4)

5)

6)

7)

8)

B.

For an Order:

declaring that Defendants have infringed and/or induced the
infringement of the ‘457 Patent in violation of 35 U.S.C. § 271; and
declaring that Defendants have willfully infringed the ‘457 Patent;

that Plaintiffs be awarded damages from Defendants for Defendants’
patent infringement pursuant to 35 U.S.C. § 284;

that Plaintiffs be awarded prejudgment and postjudgment interest and
costs, pursuant to 35 U.S.C. § 284;

that this case be deemed exceptional based on Defendants’ intentional
conduct and on that basis that HemoCue AB and HemoCue, Inc. be
awarded its attorneys’ fees and non-taxable costs pursuant to 35 U.S.C.
§ 285;

that the damages awarded be enhanced pursuant to 35 U.S.C. § 284;
declaring that Defendants have engaged in unfair competition in
violation of Section 43 (a) of the Lanham Act, 15 U.S.C. § 1125 (a);
and |

that Plaintiffs be awarded damages from Defendants for Defendants’
unfair competition and that Plaintiffs be awarded three times their
damages together with a reasonable attorney’s fee, pursuant to 15
US.C. § 1117 (a) (b).

That Defendants, their officers agents, servants, employees, successors

and assigns, and all others acting by or under their direction and authority, be

preliminarily and permanently enjoined and restrained as follows:

1)

25431855.1

from infringing, inducing infringement, and contributing to the
infringement of the ‘457 Patent, pursuant to 35 U.S.C. § 283;
8
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2)

3)

4)

3)

6)

25431855.1

to recall and deliver to Plaintiffs for destruction any and all cuvettes
which infringe the ‘457 Patent;

from engaging in unfair competition by using the HemoCue Mark or
trade name in such a way as to misrepresent or improperly suggest (a)
affiliation, connection, or association of HemoCue with Stanbio, (b)
endorsement or sponsorship of the H2 Microcuvettes by HemoCue, {(c)
approval by HemoCue of the H2 Microcuvettes with HemoCue’s
photometer, or (d) that HemoCue has granted a license to Defendants
for the ‘457 Patent,

to engage in corrective advertising to dispel the confusion caused by
Defendants’ wrongful acts;

to recall and deliver up to the Court for destruction, or show proof of
destruction of, any and all labels, signs, prints, packages, bottles,
containers, wrappers, manuals, products, advertisements, Internet web
pages, and any other materials in Defendants’ possession or control
which bear or depict the HemoCue Marks or any other mark, name,
designation, or indicia of origin that is confusingly similar to the
HemoCue Mark, as well as all molds and other means of making the
same; and

within thirty days after service of judgment with notice of entry thereof
upon it, be required to file with the Court and serve upon Defendants’
attorneys a written report under oath setting forth in detail the manner
in which Defendants have complied with the foregoing paragraphs.
For such other and further relief as the Court deems just and proper.

9
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DATED: July 9, 2004

25431855.1

GREGORY B. WOOD
FULBRIGHT & JAWORSKIL.L.P.

T

HEMOCUE AB:; and
HEMOCUE, INC.
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57} ABSTRACT

The present invention Is relsted fo an integral capillary
microcuvetic comprising a body member and a cavity
including a measuring zone within the body member. The
cavity is defined by two opposite. substantially parallel inper
surfaces of the body member and includes an outer periph-
eral cdge comprising a sample inlet and an inner pezipheral
zone having a channet of higher capillary force than the
measuring zone, The channel extends zround the entire inner
peripheral zone with ends of the channel commsunicating
with the atmosphere at the exterior of the microcuvette.

7 Clalms, 2 Drawing Sheeta
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U.S. Patent Oct. 7, 1997 Sheet 1 of 2 5,674,457

FIG. 2
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5,674,457

1
CAPILLARY MICROCUVETTE

BACKGROUND OF THE INVENTION

The present invention concerns a capillary microcuvette.
More specifically the invention corcerns a disposable inte-
gral capillary microcuvette having improved flow for essen-
tially simultanecusly sampling a fluid and analyziog of the
sample.

A cuvette for sammpling a Auid. mixing the sample with a
reagent and directly making optical analysis of the sample
mixed with the reageat is previously known from 11.S. Pat.
No. 4088448 This covette compriscs a body member
including two planar surfaces defining an optical path and
pisced at a predetermined distance from one another 1o
determine the optical path leagth and to define & cavity
which includes & measaring zone therein. having an inlet for
comtounicating said cavity with the exterier of the body
member- The cavity has a predetermined fixed volume, and
the predetermined distance permits the sample o enter the
cavity by capillary force. Furthermore. a reagent is coated on
the cavity surface, which mixes with the sample and allows
the sample to be rocasured by optical analysis.

‘This known cuvette has severat advantages when com-
pared with the conventiopally used devices. It permits
sampling of a liquid. mixing and chemically reacting it with
a suitsble reagent; ¢.g. for colotr development, in the same
vesse] as the ope ysed for the subsequent measurement. The
cuvette disclosed in U.S. Pat. No. 4,088 448 thus simplifies
the sampling procedure. reduces the number of devices
nesded and in most cases, depending on the type of anatysis.
considerably improves the accuracy of the mnalysis by
making the anslyzing procedure independent of the opera-
tion of the device,

However, it has been discovared that the microcuvetts
described in US. Pat No. 4.088.448 muy develop air
bubbles that can interfere with the optical analysis, Air
bubbles generally form in the cavity of the cuvetics because
of unsatisfactory sample flow in the cuvette cavity. This is
especially detrimental for hemoglobin measurcments
becayse of the strong absorption of the hemoglobin. In
particular, in a determination, the presence of &
large air bubble in the light path traversing the measuring
zone will result in an overall messured hemoglobin value
below the actual level because the photometer will read the
bubble as a coafribution of extremely low hemoglobin
Quality control is routinely carried out to discard those
cuvettes which include air bubbles, thereby eliminating the
risk that air bubbles will be present in the measuring zooe
when the cuvettes are used in a clinical procedure. A
considerable number of cuvettes do not pass the quality
control and have o be discarded. thereby increasing the
overall cost of the cuvettes.

OBJECT OF THE INVENTION

Ooe object of the present invention is to provide an
improved cuvette which eliminates the risk of failure caused
by the peesence of air bubbles in the measaring zone.

SUMMARY OF THE INVENTION

The above cbjects and others are accomplished by pro-
viding a disposable, integral capillary microcuvere for
essentially simuliancous sampling a fuid and anslyzing the
sample. In conaection with the preseat lnvention the term
“integral” means that the cuvette is made or manufactured in

0

0

55

2

one., integral, picce. The microcuvetie comprises & body
member and a cavity including & measuring zone within the
body merzber. The cavity is defined by two opposite. sub-
siantially paralle] inner swfaces of the body member and
includes an outer periphersl edge comprising a sample inlet
and an inner peripheral zone having a channel of higher
capillary force than the measuring zone. The channel
extends around the entire inner peripheral zone with eads of
the channel communicating with the exterior of the microcu-
vette.

BRIEF DESCRIPTION OF THE DRAWINGS

F1G. 1 is a plan view of the microcuvette according to one
embodimesnt of the present invention.

FIG. 2 is a cyoss sectiona] view of a microcuvette accard-
ing to the present invention, taken along live T—H of FIG.
1

FIG. 311 a perspective view of the microcuvette according
to the invention.

FIG. 4 is a cross-sectional view of a microcuvette accord-
ing to anather erzbodiment of the present invention.

DETAILED DESCRIPTION OF THE
INVENTION

FIG. 1 is a plan view of 8 microcuvette geocrally desig-
nated by reference numeral 1. according to one cmbodiment
of the present invention. The microcrvette 1. comprises 8
body member 2. comprised of two substastially planar
theets of material 11, 12, and incindes a eavity 3, defined by
two inner surfaces 5. 6, of the body member 2 A measwring
zon 4 is aranged within the cavity 3. The distance between
the surfaces §, 6. defining the measuring zone 4, is a critical
pmmeterinpovldmgmepnpuopucdpmlcngmfcrme

desired messuremeat. In s preferred embodiment of mes-
suring hemoglotdn, the distance should be between 0.05 and
0.15 mm, The distance between the inner surfaces of the rest
of the cavity 3 is preferably in the order of 0.3-2 mm. fc.
cleasly longer than the distance between the foner surfaces
5, 6 of the measuring 20ne. An outer pexipheral edge 7.
inclodes a sample inlet 8, comprised of the opening between
the two sheets 11, 12. makicg up the body member 2. An
inner pexipheral 2one 9, Includes a channel 18, which has a
higher capillary force than the measuring zococ 4. The
chanee] 10, which can have any shape, extends along the
entire inner zone 9, and communicates with the
atmosphere at both ends of the channe 18. The channel 19,
preferably hag a width between 10 micron and 2 mm.

When a sample liquid is drawn into the cuvette through
the inlet 8, the channct 10 js filied along its cntire length due
to its high capiliary action. After filling of the channe! the
sample liquid propagates into the rest of the cavity 3 in a
fiow pattern which prevents air bubbles to be captured in the
measuring zone 4.

The provision of the channel having a higher capillary
force than the measuring zone thus iroproves hydrodynamic
flow within the cuvette cavity apd prevents air bubbles to be
trapped in the measuring zope. The chagnel may have any
appropeiate shape or form as long as the capillary foree of
the channe] is higher than the capillary force of the mes-
suring zons. This is sccomplished by providing a chanoel
having a depth which is less thap that of the measuring zone,
In particular. the channel mey be defined by an inner wall of
the inner peripheral 2one and by the two opposite. substan-
tially plapar, swrfaces of the body member whereby the
distance between the planar surfaces of the channel is

Exhibit | , Page 4
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shorter than the distance betwesn the inner surfaces of the
measuring zooe &s shown in FIG. 3,

In an alternative embodiment of the present inveation, the
distance between the two opposite substantially planar sur-
faces of the body member continucusly lncreases in a
direction extending away from the inner end wall of the
inner peripheral zone. In this case the chanpe! is shaped a5
2 wedge, the bottom of which opens towards the measuring
To0e.

The cuveties according to the present invention may be
formed from any suitable material which allows the fama-
tion of the channel and measuring zone to the necessary tight
tolerance levels. Preferably. the cuvettes sccording to the
present invention are made of glass or a polymeric material,

Cuvettes accanding to the present inveption were com-
pared with cuvettes accarding to U.S. Pat. No. 4,088.448 as
Tollows:

A reagent of

40 g sodiam desoxycholste

18 g sodium azid and

20 g sodium nitrite
per liter solvent was prepared,

100 cuvettes accarding to U.S. Pat. No, 4,088,448 avail-
able from HemoCue AB. Sweden. and 100 cuvettes accord-
ing to the present invention were filled with the above
reagent, air dried and examined optically for uniform drying
pattern. The cuvettes were then filled with whaole blood,
EDTA and an anticoagulating ageat. A hemoglobin mes-
surement was then camried out according to a modified
azidmethemoglobin rsthod to Vanzetti describod
in 1. Lab. Clin. Mcd. 67. 116-26 {1966) whorein the mea-
swrement is made at 570 and 880 nm respectively. The
oumber of cuvettes which exhibited air bubbles was
recorded,

‘Type of Cuvetie Nuenber with air bubble
U.S, Px. No. 4,089,448 25
The nvention [+]

As is apparent from the sbove, the cuvettes according to
the present invention are very sdvantageous in eliminsting
the risks associzted with the ocourrence of air bubbles within
the measuming zonc. By providing the cuvetic according to
the present invention with a chanael baving higher capiilary
force than that of the measuring zone, air bubbles were
eatirely eliminatod. This not oaly reduced the costs associ-
ated with discarded cuvettes but also greatly reduces the risk
of improper readings which cccur becanse of air bubbles.

The present inveotion has been described shove with
respect 10 the messurernent of hemoglobin, However, the

33
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present invention is equally spplicable to the measurement
of other blood chemistry values, such as glucose, blood urea
nitroges. albumin, bilirobin, and total protein. etc.
Fucthermore, the present inveation is applicable to pumer-
ous other analytical measwements and tests outside the
blood chemistry ficld.

The foregoing has been a description of certain preferred
embodiments of the present invention, but it is not intended
to limjt the invention in any way. Rather, many
modifications, variations, and changes in details may be
made within the scope of the present invention.

What is claimed is:

1. An integral capiliary microcuvette comprising a body
member having an outer peripheral edge, the body member
being provided with a cavity that comsmunicates with the
outer peripheral edge of the body member. the cavity being
defined by two opposing inner surfaces of the body member,
a portion of the cavity defining a measuring zooe within the
bady member, the cavity having an inner pesipheral zone at
which is located a channel, the chanpel extzeding along the
entire inner peripheral zone of the cavity, the channel being
sized relative to the measuring zone such that the channel
has o higher capillary force thag the measuring zooe to
prevent air bubbles from becoming trapped in the mecasuring
zone. the outer peripheral edge of the body member being
provided with a saraple inlet through which a sample is
drawn [ato the body member. the cample infet being in
communication with the channel and the channel being in
communication with the measuring zone,

2. A microcuvette according to claim 1. wherein said
cavity has a predetermined volume.

A A microcuvette accardiog to claim 1, wherein said
cavity includes a dry reagent-in 4 peedetermined amount.

4. A microcuvette according to claim 1. wherein the
distance between the inner murfeces of the body member at
said meanuing zone does bot exceed .15 mm,

5. A microcuvette according io claim 1, wherein said
channel is defined by an inmer end wall at said inner
peripheral zone and two substantially planar portions of the
inner surfaces of sald body member.

6. A micvocuvette according to claim 5, wherein said two
substantially planar portions are parsllel and the distance
betwaen the two substantially planar portions is kess than the
distance between partions of the inner surfaces of the body
member at said measurieg zone.

7. A microcuvette according to claim 8, wherein the
distance betwees the two substantially plansr wiafaces of
said body member increases in a direction extending away
from said inner end wall of szid foney peripheral zone,

* % * % %
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