UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF WISCONSIN

ATOS MEDICAL INC. and
ATOS MEDICAL AB,
Plaintiffs CIVIL ACTION NO.
V. JURY TRIAL REQUESTED

HELIX MEDICAL, INC.

N N N N N N N N N N

Defendant

COMPLAINT FOR PATENT INFRINGEMENT
AND DEMAND FOR JURY TRIAL

Plaintiffs, Atos Medical Inc. and Atos Medical AB (collectively, “Atos”™), for their

Complaint against Defendant, Helix Medical, Inc. (“Helix”), allege as follows:
The Parties

1. Plaintiff Atos Medical Inc. is a Delaware corporation having its principal
place of business at 2201 N. Bartlett Avenue, Milwaukee, Wisconsin 53202-1009.
Plaintiff Atos Medical AB is a Stock Company registered in Sweden, having its principal
place of business at SE-242 22 HoOrby, Sweden. Plaintiff Atos Medical Inc. is a wholly-
owned subsidiary of Plaintiff Atos Medical AB.

2. Upon information and belief, the Defendant, Helix Medical, Inc., is a
California corporation, having its principal place of business at 1110 Mark Avenue,

Carpinteria, California, 93013.
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Jurisdiction and Venue

3. This is an action for patent infringement under the patent laws of the United
States, Title 35, United States Code.

4, Upon information and belief, defendant, Helix Medical, Inc., is doing
business in this District; operates within this District with a fair measure of permanence
and continuity; has purposefully availed itself of the privilege of conducting activities in
this District; has established minimum contacts in this District such that it should
reasonably and fairly anticipate being hailed into court in this District; has purposefully
directed its activities at residents of this District; and at least a portion of the claim
alleged herein arises out of or is related to one or more of the foregoing activities.

5. Defendant, Helix Medical, Inc., is subject to the personal jurisdiction of this
Court.

6. This Court has subject matter jurisdiction under 28 U.S.C. § 1338(a).

7. Venue is proper before this Court under 28 U.S.C. 88§ 1391.

Infringement of U.S. Patent No. 5,314,470

8. On May 24, 1994, United States Patent No. 5,314,470 (the “‘470 patent™)
duly and legally issued to the inventor, Jan-Ove Persson, on an invention entitled “Voice
Prosthesis.” A copy of the ‘470 patent is attached hereto as Exhibit A.

9. Atos Medical AB is the owner of the ‘470 patent, having received
ownership interest by assignment from the inventor.

10.  Atos Medical AB has been the owner of such rights since the issuance of
the ‘470 patent.
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11.  Products that are covered by the ‘470 patent and distributed or sold by Atos
within the United States (“Patented Products™) are first stored in Milwaukee, Wisconsin
at Atos Medical Inc. The Patented Products are also serviced within the United States by
Atos Medical Inc.

12.  Pursuant to 35 U.S.C. § 282, the “470 patent is valid and enforceable.

13.  Upon information and belief, Helix has infringed, and is still infringing, the
‘470 patent in violation of 35 U.S.C. 8 271 by manufacturing, marketing, promoting,
using, inducing others to use, offering for sale and/or selling, voice prostheses which
infringe the claims of the ‘470 patent, both within and outside this judicial district,
without authority to do so.

14.  Upon information and belief, since at least November 18, 2004, Helix has
had notice of Atos Medical AB’s exclusive rights secured by the ‘470 patent.

15.  Upon information and belief, Helix’s infringement of the ‘470 patent has
been willful and wanton and, further, Helix’s actions constitute willful infringement of
the “470 patent, in violation of 35 U.S.C. 8§ 271 and 281-284.

16.  Atos has been irreparably damaged and will continue to be irreparably
damaged by Helix’s infringement unless this Court enjoins Helix from continuing its

infringement.
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Prayer For Relief

Wherefore, Plaintiffs, Atos Medical Inc. and Atos Medical AB, pray for the entry

of judgment from the Court that:

(a)

(b)

(©)

(d)

()

()

(@)

(h)

United States Patent No. 5,314,470 was duly and legally issued, and is
valid and enforceable;

Defendant has directly and contributorily infringed United States Patent
No. 5,314,470, and has actively induced others to infringe this patent;
Defendant, and those acting in active concert, be preliminarily and
permanently enjoined from engaging in any further acts of infringement of
United States Patent No. 5,314,470;

Plaintiffs be awarded damages adequate to compensate for the infringement
by Defendant pursuant to 35 U.S.C. § 284, together with pre-judgment
interest;

Defendant’s infringement has been willful, thereby entitling Plaintiff to
recover treble damages, pursuant to 35 U.S.C. § 284;

The infringement by Defendant has been such as to render this action
exceptional, and Plaintiffs be awarded its reasonable attorneys' fees,
pursuant to 35 U.S.C. § 285;

Plaintiffs be awarded its costs and expenses reasonably incurred in bringing
and prosecuting this action; and

Plaintiffs be awarded such other and further relief as this Court may deem
to be right and just.
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Demand for Jury Trial

Plaintiffs, Atos Medical Inc. and Atos Medical AB, hereby make demand for a
trial by jury pursuant to Rule 38 of the Federal Rules of Civil Procedure as to all issues of
this lawsuit.

Respectfully submitted,

Dated: February 8, 2005 s/ George H. Solveson
George H. Solveson
Aaron T. Olejniczak
ANDRUS, SCEALES, STARKE & SAWALL,
LLP
100 East Wisconsin Avenue, Suite 1100
Milwaukee, Wisconsin 53202
Phone: 414-271-7590
Fax: 414-271-5770

RADER, FISHMAN & GRAUER PLLC
Michael B. Stewart

Charles A. Bieneman

39533 Woodward Avenue, Suite 140
Bloomfield Hills, M1 48304

Phone: 248-594-0600

Fax: 248-594-0610

Attorneys for Plaintiffs, Atos Medical Inc.
and Atos Medical AB
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EXHIBIT A
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United States Patent [

IO OO

US005314470A

(11] Patent Number: 5,314,470
Persson (4s] Date of Patent: May 24, 1994
[54] VOICE PROSTHESIS 4,808,183 2/1989 Panje 623/9
5,064,433 1171991 Blom et al. ....ccvvevercnrervenenee 623/9
[75] Inventor: Jan-Ove Persson, Ho6r, Sweden FOREIGN PATENT UMENTS
[73] Assignee: Atos Medical AB, Horby, Sweden
0222509 5/1987 European Pat. Off, .
[21] Appl. No.: 866,176 2494581 5/1982 France .
[22] PCT Filed: Dec. 27, 1990 Primary Examiner—Randall L. Green
. PCT Assistant Examiner—Dinh X. Nguyen
[8¢] PCT No.: /SES0/00878 Attorney, Agent, or Firm—Bell, Seltzer, Park & Gibson
§ 371 Date: Jun. 26, 1992 [57] ABSTRACT
§ 102(c) Date:  Jun. 26, 1992 A voice prosthesis is adapted to be inserted into a fistula
[87] PCT Pub. No.: WO091/09576 between an esophagus and a trachea of a user. This
. prosthesis includes a cylindrical middle piece defining a
PCT Pub. Date: Jul. 11, 1991 passageway therethrough which has a groove therein
[30] Foreign Application Priority Data and which has first and second end portions. First and
second external flanges extend from respective first and
Dec. 27, 1989 [SE]  Sweden ..oooooccoovevoreersoionnn 8904365 SO0 OXe portions of the middle pieve. The midale
[51] Int. CLS e, AG6IF 2/20; A61F 2/02;  piece and the flanges are all made of flexible material. A
A61F 2/04  ring made of a material which is stiff in relation to the
[52] US. CL oo 623/9; 623/11; flexible material of the middle piece and the flanges is
623/12  inserted into the groove in the passageway of the mid-
[58] Field of Search ......................... 623/12, 11, 66, 9;  dle piece for stiffening of the middle piece. A valve is
128/200.26, 207.12, 207.14, 207.15, 207.16,  provided which includes a seat formed in the passage-
207.29  way of the middle piece and a flap extending across the
. passageway and carried by the middle piece for resting
[56] References Cited on the seat to close the passageway and is adapted to be
U.S. PATENT DOCUMENTS moved off the seat to open the passageway.
4,435,853 3/1984 Blometal. .......ccoooevvrviennnnne 623/9
4,610,691 9/1986 Depel et al. ...ocovevriivinncnnne 623/9 § Claims, 1 Drawing Sheet
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U.S. Patent May 24, 1994 5,314,470
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5,314,470

1
VOICE PROSTHESIS

BACKGROUND AND OBJECTS OF THE
INVENTION

The invention relates to a voice prosthesis.

As a result of different diseases the larynx of the
diseased must sometimes be removed in an operation. In
connection with such operations there must also be
made a so called tracheostoma or an artificial tracheos-
toma fistula into the trachea so as to make possible
breathing. Food stuff is taken in through the esophagus
which is completely separated from the trachea.

Due to the measures mentioned above the ability of
speech is lost. To some extent restore the ability of
speech it is possible, by means of an operation, to open
a fistula between the esophagus and the trachea to di-
rect air to the oral cavity. However, said fistula must
always be closed, except when air is admitted into the
pharynx, because food stuff and liquids must be pre-
vented from entering the trachea and further into the
lungs.

To make it possible to open and close said fistula a so
called voice prosthesis functioning as a one-way valve is

" inserted in said fistula. Said one-way valve permits air to
pass from the trachea to the esophagus when a certain
opening pressure has been reached in the trachea, but
has to be completely closed in the reverse direction.

A voice prosthesis of this type is disclosed in U.S. Pat.
No. 4,610,691. Said voice prosthesis includes a cylindri-
cal housing having an inlet opening and an outlet open-
ing and is mounted in such a way that said inlet opening
opens into the trachea and said outlet opening opens
into said esophagus. Said outlet opening is provided
with a one-way valve in form of a perpendicular mem-
brane hingedly mounted within the housing. Through-
out the complete housing is a boring which at the point
where said membrane is hinched is provided with a
radially extending rim functioning as a sealing structure
to said membrane. The inner diameter of said boring is
substantially reduced at the position of said rim result-
ing in a decreased flow capacity of said prosthesis. The
chosen type of valve results in a low opening pressure
but the assembling of said prosthesis is complicated and
the requirements for assembling are very high to mini-
mize the risk that said membrane falls off, and also to
insure that said membrane seals completely against said
sealing structure.

A different form of voice prosthesis is put on the
market by ENTERMED, P O Box 236, 3440 AI Wo-
erden Hollland. Said prosthesis comprises a cylindrical
web having an annular external flange in one end and a
circular end wall formed with a slit in the other end.
Said end wall extends radially from said web as an ex-
ternal flange and is curved in a convex shape. Said slit
functioning as a valve extends as a diameter over said
end wall and is normally closed. The prosthesis is in-
serted with said flange in trachea and said end wall in
esophagus. In this type of voice prosthesis a very high
opening pressure is required, and furthermore said
valve is sensitive to influence from muscular move-
ments in the esophagus, for instance at swallowing.

An object of the present invention is to overcome
substantially the drawbacks and deficiencies of previ-
ously known voice prosthesis and to ensure a secure
one-way function while maintaining a low opening
pressure. Furthermore, the voice prosthesis according
to the invention is comparatively easy to manufacture

—
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and to insert in the throat, and also permits a high flow
in relation to the outer dimensions thereof. According
to a further development a voice prosthesis has been
accomplished which when mounted has a low tendency
of rotating.

BRIEF DESCRIPTION OF THE DRAWINGS

The invention will now be described in more detail
by means of an embodiment, reference being made to
the accompanying drawings, in which

FIG. 1 is a longitudinal sectional view of a device
according to the invention, and

FIG. 2 is a view from below of the device according
to FIG. 1.

DETAILED DESCRIPTION OF PREFERRED
EMBODIMENT OF THE INVENTION

The voice prosthesis shown in FIG. 1 comprises a
cylindrical middle piece 10, a first end thereof being
provided with a first extending external annular flange
12. Said first flange 12 is intended to engage the inside of
the esophagus after insertion in the throat. The second
end of said middie piece 10 is provided with a second
external flange 11. Said second, somewhat oval-shaped
annular flange 11 is intended to engage the inside of the
trachea after insertion in the throat. Said flange 11 and
a tail 16 attached to one end of said flange and extending
in a direction from said middle piece 10 is described in
more detail below with reference to FIG. 2.

Said middle piece 10 is radially within said first flange
12 provided with a circular valve flap 13 which is inte-
grated with said middle piece. Said valve flap 13 is
along the major part of the periphery thereof cut free
from said middle piece leaving a shorter - peripheral
section constituting the link of said valve flap. Said
valve flap is made comparatively thin and said link has
a very low flexural resistance and a very low pressure is
required to open said valve. An obliqually cut cylindri-
cal section 15 constitutes an extension of the cylindrical
middle piece 10 beyond said first flange 12. In the em-
bodiment shown said link is arranged at the section 15
of the extension of said middle piece which is mostly
cut, but the link can be disposed also in other positions.
Said section 15 protects the sensitive valve flap from
external influence. All parts of the prosthesis described
above are in the shown embodiment made of silicon.
Also other flexible materials can be used.

Axially within said valve flap an internal groove is
made in said middle piece 10, and a stiffening ring 14 is
inserted in said groove. Said ring is made of a material
which in relation to other parts of said prosthesis is
hard, and in the shown embodiment rigid plastic is used,
and the inner diameter of said ring is chosen so as to
make the inner periphery of said ring an extension of the
inner periphery of said middle piece. Thus the inner
diameter is substantially constant thoughout the entire
length of said prosthesis. In the embodiment shown one
annular end section of said ring is the seat for said valve
flap 13. However, the stiffening functioning of said ring
can be used also if said internal groove is somewhat
indented into said middle piece and a section of said
middle piece is arranged as a valve seat. Thanks to the
stiffening of the prosthesis the sensitivity of the valve
for muscular movements in surrounding muscles, for
instance at swallowing is substantially reduced. As a
result of the low sensitivity the risk that for instance
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5,314,470

3

liquid passes through said valve in the back flow direc-
tion is decreased.

From FIG. 2 the oval or egg shape of said flange 11
and the positioning of said tail in a section of said flange
11 extending from the middle piece are clear. Said tail
16 is used when said prosthesis is inserted in the throat
of the patient and is removed from the prosthesis after
insertion. The oval shape of said flange facilitates sub-
stantially the insertion. Also risks for damages on the
fistula during insertion are substantially decreased. Fur-
thermore, the oval shape prevents, substantially com-
pletely, that the prosthesis rotates around the central
axes thereof after insertion. With a circular flange 11 the
risk of rotation is substantially larger. If the prosthesis
may rotate some of the protective properties of said
section 15 is lost. Instead of a tail 16 which is perma-
nently connected to the flange 11, the prosthesis can be
provided with a removable portion, such as a hook and
cord, which are used during insertion of the prosthesis.

I claim:

1. A voice prosthesis adapted to be inserted in a fis-
tula between an esophagus and a trachea of a user, said
prosthesis comprising:

a cylindrical middle piece defining a passageway
therethrough which has a groove therein and hav-
ing first and second end portions;

a first external flange extending from said first end
portion of said middle piece;
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a second external flange extending from said second
end portion of said middle piece;

said middle piece and said first and second flanges
being made of flexible material;

a ring made of a material which is stiff in relation to
the flexible material of said middle piece and said
first and second flanges and inserted into said
groove in said passageway of said middle piece for
stiffening said middle piece; and

valve means including a seat formed in said passage-
way of said middle piece and a flap extending
across said passageway and carried by said middle
piece for resting on said seat to close said passage-
way and being adapted to be moved off said seat to
open said passageway.

2. A voice prosthesis, as set forth in claim 1, in which
said flap is connected with and is integral with said
middle piece.

3. A voice prosthesis, as set forth in claim 1 or 7, in
which said ring forms said seat of said valve means.

4. A voice prosthesis, as set forth in claim 1 or 2, in
which said second flange is flat and oval shaped defin-
ing an annular section and a tapered section extending
therefrom, and further including a longitudinally-
extending portion connected to and extending from said
tapered section in a direction away from and axially of
said middle piece.

§. A voice prosthesis, as set forth in claim 4, in which
said longitudinally-extending portion is removably con-

nected to said second flange.
X x % % *
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UNITED STATES PATENT AND TRADEMARK OFFICE
CERTIFICATE OF CORRECTION

PATENT NO. 5,314,470

DATED
INVENTOR(S) :

It is certified that error appears in the abo

corrected as shown below:

IN THE CLAIMS:

Column 4, line 19, "7" should be -- 2 -~

- May 24, 1994
Jan~-Ove Persson

Artest:

Attesting Officer

ve-identified patent and that said Letters Patent is hereby

Signed and Sealed this
Thirtieth Day of August, 1994

Uee Teha

BRUCE LEHMAN

Commissioner of Patents and Trademarks
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