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l. Introduction and Applicable Legal Standards

This action for patent infringement was tried to a jury from June 11 to
June 29, 2001. On July 3, 2001, the jury rendered a mixed but complete verdict
awarding plaintiffs $140 million in royalties for infringement of one patent
applicable to implantable cardiac defibrillators. Numerous post-verdict motions

from both sides challenge the verdict on every question the jury decided.

A. Parties, Products, and Verdict

Plaintiffs are Cardiac Pacemakers, Inc., Guidant Sales Corporation, Eli Lilly
and Company, and Anna Mirowski. They are referred to collectively as “CPI” in
thisentry. Defendants are St. Jude Medical, Inc., Pacesetter, Inc., and Ventritex,

Inc., and they are referred to collectively as “St. Jude.”

The case was submitted to the jury on CPI'sclaims that St. Jude, beginning
in 1997, infringed two claims each in U.S. PatentNo. 4,316,472 (the '472 patent)
and U.S. Patent No. 4,407,288 (the '288 patent), which claim inventions relating

to implantable cardiac defibrillators (ICDs).!

1CPI originally alleged infringement of four patents. U.S. Patent No.
4,223,678 expired before trial during the arbitration of whether alicense granted
to Telectronics had transferred to St. Jude as part of an asset purchase. After the
arbitration, CPI chose to drop its claims based on the '678 patent. The fourth
(continued...)
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ICDs are powerful and sophisticated life-saving electronic devices. An ICD
is smaller than a deck of cards and is implanted in a patient’s chest or abdomen
with electrical leads that run to the patient’s heart. An ICD can sense dangerous
cardiac arrhythmias and can administer electrical therapy immediately, first with
mild “pacing” shocks and, if necessary, with powerful defibrillating shocks that

can save the life of a patient experiencing ventricular fibrillation.

The first successful ICDs were developed by a team led by Dr. Mieczyslaw
Mirowski, the late husband of plaintiff Anna Mirowski. Dr. Mirowski and his
team did pioneering work. Their inventions astonished many in the medical
community who believed that such devices were impractical. The fundamental
patent was issued to Dr. Mirowski and his team in 1976 for a “Cardioverting
Device Having Single Intravascular Catheter Electrode System and Method for Its
Use.” See U.S. Patent No. 3,942,536 (Ex. 64). Dr. Mirowski and his team
obtained a number of additional patents for improvements on the basic device.
ICDs have been commercially and medically successful. They have saved

thousands of lives.

(...continued)
patent was U.S. Patent No. 4,572,191, which this court held invalid before trial
as a result of the claims construction process. See Docket No. 399.
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Before this lawsuit arose, however, the fundamental '536 Mirowski patent
had expired. The patents at issue in this trial deal with two significant features
improving on the original invention. The 472 patent claims a device and
accompanying method for which the energy levels for electrical shocks can be
programmed externally, after the device has been implanted in a patient. The
'288 patent claims a device and accompanying method that can be programmed
for what is called “multimode” operation, meaning that the device can respond
to an arrhythmia with one type of electrical therapy and then, if the first therapy
is not successful, can proceed automatically to administer other types or modes

of electrical therapy.

The jury’s verdict produced a mixed result. The jury found that St. Jude
had infringed the '472 patent for external programmability of energy levels. The
jury also rejected St. Jude’s defenses that the '472 patentis invalid for failure to
comply with the written description requirement of 35 U.S.C. § 112 § 1, for
obviousness, and for obviousness-type double patenting. The jury also found

that St. Jude’s infringement was not willful.

The jury found that St. Jude had not infringed the '288 patent for
multimode programming for ICDs. The jury also rejected St. Jude’s defenses that

the '288 patent is invalid for failure to comply with the best mode requirement
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of 35 U.S.C. 8§ 112 1 1 and for obviousness, and that the '288 patent should be

unenforceable for inequitable conduct.

Turning to damages for infringementof the '472 patent, the jury found that
CPI had not proven any lost profits. Instead, the jury awarded royalties, which
it divided into a lump-sum initial payment of $110 million and a running royalty
of $30 million through the expiration of the '472 patent on March 4, 2001, for a

total damage award of $140 million.

B. Summary of Post-Verdict Motions and Rulings

Over the years, Dr. Mirowski and his team have received praise and
substantial royalties for their successful and pioneering work on lifesaving ICDs.
See Tr. 1392 (CPI alone has paid royalties of more than $120 million for the
Mirowski ICD patents). As shown in detail below, however, this is a case in which
those interested in the patents have attempted to stretch too far the rewards of
the patent system. This attempt was made by expanding patent claims beyond
the written description, by double patenting, by violating the statutory best mode
requirement, by procuring patents to obvious improvements on the basic
invention, and by offering flimsy theories of infringement and even false

testimony from the key expert witness.



The net result of the rulings in this entry is that the court is entering
judgment for St. Jude on both patents and is conditionally granting a new trial
for St. Jude as to most issues on which it did not prevail at trial. Rulings on
several of St. Jude’s requests for relief would be sufficient independently to
support the court’s final judgment with respect to both the '472 patent and the
'288 patent. Nevertheless, the Federal Circuit has directed district courts to
address all issues so that, in the event that a ruling on one issue is later
reversed, another trial or other proceedings in the district court might not be
necessary. See, e.g., Stratoflex, Inc. v. Aeroquip Corp., 713 F.2d 1530, 1540-41

(Fed. Cir. 1983). Accordingly, the court rules as follows on these requests:

In Part Il of this entry, the court grants St. Jude’s motion for judgment as
a matter of law finding Claims 1 and 18 of the '472 patent invalid for failure to
comply with the written description requirement of 35 U.S.C. § 112 § 1. The
patent’s written description covers devices and methods for treating arrhythmias
only in the atria of the heart. The patent claims reach devices and methods for
treating the entire heart, including ventricular arrhythmias, which present very
different problems. The limited written description did not convey to one of
ordinary skill in the art that the inventors were in possession of a device and

method for ventricular treatment. In the alternative, the court grants a



conditional new trial on the written description defense. The evidence on the

issue was overwhelming in favor of St. Jude.

In Part Il1, the court grants St. Jude’s motion for judgment as a matter of
law finding Claims 1 and 18 of the '472 patent invalid for obviousness-type
double patenting. The court denies St. Jude’s alternative request for a new trial

on the issue, which can and should be decided as a matter of law in this case.

In Part IV, the court denies St. Jude’s motion for judgment as a matter of
law on its obviousness defense to Claims 1 and 18 of the '472 patent, as well as
St. Jude’s alternative motion for a new trial on the issue based on the weight of

the evidence.

In Part V, the court grants St. Jude’s motion for judgment as a matter of
law finding that Claim 18 of the '472 patent has not been infringed, and in the
alternative the court grants a conditional new trial on that issue based on the
overwhelming weight of evidence. The court denies St. Jude’s motion for
judgment as a matter of law as to whether Claim 1 of the '472 patent was
infringed. The court also denies St. Jude’s alternative request for a conditional

new trial on Claim 1 based on the weight of the evidence.



With Part VI, the court turns to the '288 patent, which the jury found was
valid but not infringed. In Part VI, the court grants St. Jude’'s motion for
judgment as a matter of law finding Claims 4 and 13 of the '288 patent invalid
because the inventors violated the “best mode” requirement of 35 U.S.C. § 112
9 1 by failing to disclose the battery custom-designed for them at great expense.
The court also grants St. Jude’s alternative request for a conditional new trial

based on the overwhelming weight of evidence on the issue.

In Part VII, the court grants St. Jude’s motion for judgment as a matter of
law finding Claims 4 and 13 of the '288 patent invalid as obvious from the prior
art. The concept of “multimode” treatment in ICDs, including cardioversion as
one of the modes, was obvious at the relevant time from extensive prior art. The
court also grants a conditional new trial on the issue based on the manifest

weight of the evidence.

In Part VIII, the court denies St. Jude’s motion for judgment as a matter of
law and its alternative motion for a new trial on its defense that the '288 patent
should be unenforceable as a result of inequitable conduct by the patentee.
Whether the patentee acted with deceptive intent was a question upon which

reasonable people could differ. The jury could properly reject the defense.



In Part 1X, the court grants St. Jude’s motion for sanctions and for a
conditional new trial as a result of the deception of CPI's chief expert witness, Dr.
Joe D. Bourland. After the trial, Dr. Bourland admitted deliberately lying at trial
and during hisdeposition so as to conceal matters that go to the heart of both his
credibility and the merits of the case. Dr. Bourland’s deception tainted the trial
and rendered the partial but large verdict in favor of plaintiffs the product of an
unfair proceeding. The court also imposes monetary sanctions on plaintiff
Cardiac Pacemakers, Inc. for its failure to comply with its discovery obligations

regarding Dr. Bourland and his deception.

In Part X, the court denies CPI's motion for a new trial on whether the '288
patent was infringed. Comments in St. Jude’s opening statement, to which no
timely objection was made, did not deny CPI a fair trial on the issue. The court’s
limited remedial actionstaken during trial regarding what was then known about

problems with Dr. Bourland’s testimony also did not deny CPI a fair trial.

Finally, in Part XI, the court grants St. Jude’s motion for a conditional new
trial on the issue of royalties, though the court denies St. Jude’s motion for
judgment as a matter of law on whether any lump sum initial royalty payment

could be proper in the case. The court also denies CPI's conditional motion for



a new trial on the issue of lost profits. The court does not reach CPI's motion for

an award of prejudgment interest.

C. Standards Applicable to Post-Verdict Motions

1. Judgment as a Matter of Law

On an issue tried to a jury, judgment as a matter of law may be entered
only where “there is no legally sufficient evidentiary basis for a reasonable jury”
to find for the non-moving party on the issue. Fed. R. Civ. P. 50. The Supreme

Court has explained:

in entertaining a motion for judgment as a matter of law, the court
should review all of the evidence in the record. In doing so, however,
the court must draw all reasonable inferences in favor of the
nonmoving party, and it may not make credibility determinations or
weigh the evidence. Lytle v. Household Mfg., Inc., 494 U.S. 545,
554-55 (1990); Liberty Lobby, Inc., [472 U.S. 242, 254 (1986)];
Continental Ore Co. v. Union Carbide & Carbon Corp., 370 U.S. 690,
696, n. 6 (1962). “Credibility determinations, the weighing of the
evidence, and the drawing of legitimate inferences from the facts are
jury functions, not those of a judge.” Liberty Lobby, supra, at 255.
Thus, although the court should review the record as a whole, it
must disregard all evidence favorable to the moving party that the
jury is not required to believe.

Reeves v. Sanderson Plumbing Products, Inc., 530 U.S. 133, 150-51 (2000).



In addressing St. Jude’s motions for judgment as a matter of law, the court
reviews the evidence in the light most favorable to CPI, granting CPI every
reasonable inference that the jury might have drawn in its favor. See Sibia
Neurosciences, Inc. v. Cadus Pharmaceutical Corp., 225 F.3d 1349, 1354-55 (Fed.
Cir. 2000) (reversing denial of judgment as a matter of law); Tec Air, Inc. v. Denso
Manufacturing Michigan Inc., 192 F.3d 1353, 1357-58 (Fed. Cir. 1999) (affirming

denial of judgment as a matter of law).

The court may set aside the jury’s verdict and enter judgment as a matter
of law only when the evidence is such that, without resolving conflicts in the
testimony or otherwise considering the weight of the evidence, there can be but
one conclusion as to the verdict that reasonable jurors could have reached. Sibia
Neurosciences, 225 F.3d at 1355; Lane v. Hardee’s Food Systems, Inc., 184 F.3d
705, 706-07 (7th Cir. 1999); Klunk v. County of St. Joseph, 170 F.3d 772, 775

(7th Cir. 1999).

2. Motions for New Trial

The Federal Circuit treats the standard for granting a new trial as a
procedural issue governed by regional circuit law. E.g., Mentor H/S, Inc. v.

Medical Device Alliance, Inc., 244 F.3d 1364, 1374 (Fed. Cir. 2001). Under
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Seventh Circuit law, in deciding both sides’ motionsunder Rule 59 of the Federal
Rules of Civil Procedure seeking a new trial on various issues, the court must
determine whether the jury’s verdict was against the weight of the evidence,
whether the damages were excessive, or whether for other reasons the trial was
unfair. Westchester Fire Ins. Co. v. General Star Indemnity Co., 183 F.3d 578, 582

(7th Cir. 1999).

A party seeking to establish the need for a new trial based on the weight
of the evidence must carry a substantial burden, which the Seventh Circuit has
phrased in different ways. A district court may grant a new trial because the
verdict was against the weight of the evidence “only when the record shows that
the jury’s verdict resulted in a miscarriage of justice or where the verdict, on the
record, cries out to be overturned or shocks [the court’s] conscience.” Latino v.
Kaizer, 58 F.3d 310, 315 (7th Cir. 1995) (finding abuse of discretion in district
court’s decision to grant a new trial based on weight of evidence; trial judge
improperly usurped the jury’s role in deciding the most reasonable inferences
to be drawn from the evidence); accord, Cefalu v. Village of Elk Grove, 211 F.3d
416, 424 (7th Cir. 2000) (“Only when a verdict is contrary to the manifest weight
of the evidence should amotion for a new trial challenging the jury’s assessment

of the facts carry the day.”).
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. ‘472 Invalidity — The Written Description Requirement

The '472 patent claims an “implantable externally programmable
cardioverting device” (Claim 1) and a related method for “electrically cardioverting
a heart” (Claim 18). St. Jude contends that Claims 1 and 18 of the '472 patent
are invalid for failure to comply with the written description requirement of
35 U.S.C. § 112 7 1. The written description in the '472 patent describes two
manually operated devices, one operated by the patient and the other by a
physician. The implanted devices operate when either the patient or a physician
diagnoses an arrhythmia and then activates the device to deliver an electrical

charge to the heart.

The '472 claims are not limited to devices and methods for treating atrial
arrhythmias. They also reach devices and methods for treating ventricular
arrhythmias. Notwithstanding the broad terms of the '472 patent claims, the
explicit terms of the 472 patent description are limited to devices and methods
for treating only atrial arrhythmias, not ventricular arrhythmias. Despite these
limits, CPI contends that the '472 patentimplicitly describes a device and method
suitable for treating some ventricular arrhythmias, and that a person of ordinary
skill in the artwould have recognized that the description extended to ventricular

devices and methods.
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The jury rejected St. Jude’s written description defense. St. Jude has
renewed its motion for judgment as a matter of law and has moved in the

alternative for a new trial on the defense.?

The court finds as a matter of law that Claims 1 and 18 of the '472 patent
are invalid for failure to comply with the written description requirement. In the
alternative, the court grants a new trial on the issue because the overwhelming
weight of the evidence on this defense favored St. Jude. Failure to grant a new
trial on the issue would result in a miscarriage of justice. The '472 description
does not convey, either expressly or inherently, that the inventors were in
possession of a device or method for the treatment of ventricular arrhythmias, as

the '472 patent claims.

2The written description issue is briefed in Docket Nos. 813, 843, and 867.
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A. The Court’s Claim Construction

The written description issue must be understood against the background
of the court’'s claim construction. St. Jude argued (and still contends) that
Claims 1 and 18 of the '472 patent should be limited to a device and method for
treating only atrial arrhythmias, not ventricular arrhythmias, which are far more
dangerous and which call for automatic rather than manually operated
implantable devices. St. Jude built that argument on several pillars. The '472
specification repeatedly refers only to atrial conditions. The prosecution history
shows that the inventors and their attorney emphasized the difference between
the atrial conditions and treatments addressed by their invention, and
ventricular conditions and treatments. The inventors and their attorney

emphasized that difference in distinguishing prior art for ventricular devices.

The court found, however, that the plain language of the claims - referring
without limitation to “heart” and “cardioverting” device — indicated “an intentional
choice by the patentee to reach beyond the embodiments discussed in the
specification.” Entry on Claim Construction at 12, 2000 WL 1765358, at * 6 (S.D.
Ind. Nov. 29, 2000); see also, e.g., Ekchian v. Home Depot, Inc., 104 F.3d 1299,
1302-03 (Fed. Cir. 1997) (one of many cases cautioning against limiting scope of

claim to the preferred embodiment or specific examples in the specification). In
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adopting this broad construction, the plain language of the claims was the
dominant consideration. The court recognized that the broad language of the
claims raised validity issues, but those issues were left for later resolution. Entry

on Claim Construction at 18, 2000 WL 1765358, at *10.

B. The Written Description Requirement

The validity issue arises under the written description requirement of
35U.S.C. 8112 7 1. The patentspecification “shall contain a written description
of the invention, and of the manner and process of making and using it, in such
full, clear, concise, and exact terms as to enable any person skilled in the art to
which it pertains, or with which it is most nearly connected, to make and use the

same. ...

Most relevant here: “The purpose of this provision is to ensure that the
scope of the right to exclude, as set forth in the claims, does not overreach the
scope of the inventor’s contribution to the field of art as described in the patent
specification.” Reiffin v. Microsoft Corp., 214 F.3d 1342, 1345-46 (Fed. Cir.
2000); accord, Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1561 (Fed. Cir. 1991)
(“Adequate description of the invention guards against the inventor’s

overreaching by insisting that he recount his invention in such detail that his
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future claims can be determined to be encompassed within his original

creation.”) (citation omitted).

To satisfy the written description requirement, the disclosure must convey
with reasonable clarity to persons of ordinary skill in the art that the inventor
was in possession of the claimed invention. Purdue Pharma L.P. v. Faulding Inc.,
230 F.3d 1320, 1323-24 (Fed Cir. 2000); Vas-Cath, 935 F.2d at 1562-63. It is
“not a question of whether one skilled in the art might be able to construct the
patentee’s device from the teachings of the disclosure. . . . Rather, it is a
gquestion whether the application necessarily discloses that particular device.”
Martin v. Mayer, 823 F.2d 500, 505 (Fed. Cir. 1987) (emphasis in original)
(citation omitted), superseded by rule on other grounds as explained in Kubota

v. Shibuya, 999 F.2d 517, 521 (Fed. Cir. 1993).

The applicantdoes not need to describe exactly the subject matter claimed.
Vas-Cath, 935 F.2d at 1563. Missing descriptive matter may be present
“inherently” in a specification where persons of ordinary skill in the art would
recognize it upon reviewing the specification. See Reiffin, 214 F.3d at 1346,
citing Continental Can Co. USA v. Monsanto Co., 948 F.2d 1264, 1268 (Fed. Cir.

1991).
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As in many written description cases, see Vas-Cath, 935 F.2d at 1560, the
issue arises here because the 472 patent sought the benefit of an earlier filing
date of an earlier application. The '472 patent issued from a continuation
application filed on August 9, 1979, that derived from an earlier “grandparent”
application filed on April 25, 1974. See Ex. 1824 (Serial No. 464,180). The two
applications share an essentially identical specification. The issue is whether
that specification adequately supports the claims of the continuation application

that issued as the '472 patent.

Compliance with the written description requirement is a question of fact.
Eiselstein v. Frank, 52 F.3d 1035, 1038 (Fed. Cir. 1995); Vas-Cath, 935 F.2d at
1563. In addition, invalidity on this basis must be proved by clear and convincing
evidence. Budde v. Harley Davidson, Inc., 250 F.3d 1369, 1376-77 (Fed. Cir.

2001). The court turns to the evidence at trial.

C. Atrial Arrhythmias and Ventricular Arrhythmias

Arrhythmias are generally classified by the type of arrhythmia and by the
location in the heart. The seriousness of different arrhythmias and the needs for

treatment vary dramatically.
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For purposes of the written description issue, it is sufficient to distinguish
between two types of arrhythmias - tachycardia and fibrillation. Tachycardia is
a fast but regular heart rate. Fibrillation occurs when the heart beats in a

disorganized, chaotic fashion due to unregulated electrical activity in the heart.

Both tachycardia and fibrillation can occur in either the atria (the two
upper “collecting” chambers of the heart) or in the ventricles (the two lower

“pumping” chambers of the heart).

Atrial arrhythmias, both tachycardia and fibrillation, are generally not life-
threatening. They are typically accompanied by only mild symptoms. Treatment
may be elective and need not be administered immediately. As Dr. Mirowski told
the Patent & Trademark Office (PTO): “The wearer [of the implantable device] is
able to recognize when he is experiencing atrial fibrillation; and he, himself, can
initiate a defibrillating procedure. Or, if he chooses, the individual can consult
with his physician, discuss his suspected arrhythmia, and decide either to, or not
to, initiate adefibrillating procedure.” Ex. 4053 at 4053.83 (Mirowski Declaration

1 11, dated June 8, 1977).3

3CPI offered evidence that it is possible in rare cases for a patient to
collapse or to lose consciousness from atrial fibrillation. Tr. 179.
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Ventricular arrhythmias are very different. Ventricular fibrillation prevents
effective pumping of blood to the brain and other organs. A person suffering
ventricular fibrillation loses consciousness in a matter of seconds. If the
condition is not treated successfully within a few minutes, the unconscious
person will die. Thus, an implantable device designed to treat patients who
experience ventricular fibrillation must automatically detect and treat the
condition so that a shock will be delivered even if the patient loses consciousness
(at least assuming that the patient is not permanently living in a hospital and

being monitored where external devices and medical staff are always nearby).

Ventricular tachycardia is dangerous but not always as immediately lethal
as fibrillation. CPI's expert Dr. Prystowsky testified that ventricular tachycardias
“can come in all shapes and sizes. Some are clearly life threatening and if you
don’t treat them immediately, you're dead.” Tr. 126. Some ventricular
tachycardias are “potentially lethal” but others are not. Tr. 127. Dr. Prystowsky
described the testing procedure for ICDs for patients with ventricular tachycardia,
in which the cardiologist uses electrical shocks to induce the arrhythmia and
then uses the ICD to correct it. Even a patient with a stable ventricular
tachycardia can deteriorate to an unstable, potentially lethal, arrhythmia without
warning, so the ICD must be tested to ensure it can perform defibrillation. Tr.

140-42.
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To avoid the written description defense, CPIl has devoted a great deal of its
brief to re-arguing the claim construction issue upon which it prevailed. But that
victory is beside the point when it comes to evaluating whether the written

description will support claims as broad as those advocated by CPI.

The '472 patent’s written description shows only two manually operable
embodiments, one operated by a patient and the other by a physician. CPI, in
its more specificarguments directed to evidence on the written description issue,
agreesthat the manually operated’472 invention is not at all suitable for treating
ventricular fibrillation and at least the most dangerous types of ventricular
tachycardia. CPI has built its case on Dr. Tacker’s theory that there is a “special
category” of ventricular tachycardia patients who suffer from only “benign”
ventricular tachycardia. Tr. 232. Dr. Tacker acknowledged that ventricular
tachycardia can deteriorate to ventricular fibrillation. Tr. 231. He also testified
that, “in a particular patient, it may be very difficult, or even impossible to
determine how dangerous the tachycardia is going to become.” Id. But he
testified that there is an “extreme example of a very benign tachycardia,” one in
which “the patient has never progressed to fibrillation” and cannot even be
induced to fibrillation in electrophysiological testing. Id. For such a rare patient,

Dr. Tacker testified, “it would not be dangerous for that patient to treat herself
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for ventricular tachycardia.” Tr. 232. No other witness agreed with Dr. Tacker on

this point, which is addressed in more detail below.*

“Dr. Tacker testified that he believed a physician-operated, non-automatic
cardioverting device could be used to treat “all of the tachyarrhythmias,”
including ventricular fibrillation. Tr. 232, 305-07. The court fully credits this
testimony to the extent Dr. Tacker intended to suggest that a person of ordinary
skill in the art would recognize that it might be possible to adapt the disclosed
physician-operated embodiment for the treatment of ventricular fibrillation in
highly controlled settings where the patient is always near the physician.
However, to the extent this testimony was intended to be an opinion that the
written description of the '472 patent discloses that the inventors possessed an
implantable ventricular defibrillator at the time of filing, the testimony simply
does not comport with the legal standard for the written description requirement.
See Continental Can, 948 F.2d at 1268-69 (stating that inherency “may not be
established by probabilities or possibilities”). The '472 patent describes use of
the device only in situations in which the patient recognizes an atrial arrhythmia
and then either activates a device or visits a doctor to have it activated. Both
scenarios are impossible for ventricular fibrillation.
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D. Explicit Disclosures in the Patent’s Written Description

The written description of the '472 patent refers explicitly and repeatedly
to the treatment of atrial arrhythmias. It contains no explicit references

anywhere to treatment of ventricular arrhythmias.

The Abstract of the patentidentifies: “An externally controlled implantable
electronic device for delivering a cardioverting pulse of energy to the atrium of an
ailing heart.” (All emphases in this section of the entry have been supplied by
the court.) The Background section states:

There are scores of individuals walking the streets today who
experience recurring episodes of atrial fibrillation, atrial flutter, or

tachycardia. While not life-threatening, these supra-ventricular [i.e.,

atrial] arrhythmias can become debilitating and lead to
complications, and hence require treatment when present.

It is toward the facilitation of treatment for and the reduction
of the risks to those patients suffering from recurring episodes of
atrial fibrillation, flutter and tachycardia that the present invention
is directed.

'472 Patent, col. 1, Il. 12-17, 40-43.

The Summary of the Invention section begins with a similar statement:

“The presentinvention relates to an atrial device designedto be implanted under
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the skin of patients who frequently suffer from bouts of atrial fibrillation, flutter
or tachycardia.” Id., col. 1, Il. 46-49. The summary explains that in the
embodiment of the invention designed for operation by a physician, the
cardioverting energy is discharged through either “the test load or the implanted
atrial catheter.” Id., col. 1, 1. 60 to col. 2, 1. 12. In the embodiment operated by
the patient: “The patient who frequently undergoes attacks of atrial fibrillation,
flutter or tachycardia can be taught to recognize the symptoms of such

arrhythmias.” 1d., col. 2, Il. 15-18.

References to atrial arrhythmias also appear in several statements of the
objects of the invention, as well as in the Detailed Description of the Drawings.
See, e.g., id., col. 4, Il. 51-59 (describing the drawing of the physician-operated
embodiment shown in Figures 1 and 2; “The patient suffering from a convertible
atrial arrhythmias [sic, arrhythmia], such as atrial fibrillation, flutter or
tachycardia, is examined by the physician . . . .”); id., col. 6, Il. 1-5 (stating that
the energy stored on the capacitor can be discharged into a test load or fed
directly into a catheter “implanted in or about the atrium” of a heart); id., col. 7,
Il. 3-8 (describing the “totally implantable embodiment of the invention elective
atrial device” diagramed in Figure 3). There are many more similar references to

the atrial nature of the invention.
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The'472 patentspecification containsexactly zero references to ventricular
arrhythmias. There are no explicit references to ventricular tachycardia. The
written description also does not expressly suggest that the device could be
modified to treat a ventricular arrhythmia. The only reference to the heart’s
ventricle that appears in the written description refers to the catheter that is
implanted in the ventricle to generate an ECG signal that is sent from the heart

to the device. See, e.g., id., col. 8, Il. 36-39.

In light of the numerous express references to the invention as an atrial
device designed to treat atrial arrhythmias and absence of any express references
to ventricular arrhythmias, the court agrees with St. Jude that the written
description of the '472 patent does not expressly disclose a device for treating
ventricular as well as atrial arrhythmias. Even applying the clear and convincing

standard, no reasonable jury could reach the opposite conclusion.

E. CPI's Inherent Disclosure Theory

As noted, the applicant need not describe exactly the subject matter
claimed. Descriptive matter may be present inherently where persons of
ordinary skill in the relevant art would recognize it upon reviewing the

specification. See Reiffin, 214 F.3d at 1346. For the missing limitations to be
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inherent in the disclosure, however, the missing descriptive matter must be
necessarily present in the structure described. See Continental Can, 948 F.2d
at 1268-69 (stating that inherency “may not be established by probabilities or
possibilities”). Further, the written description requirement is not satisfied if the
disclosure “would lead one to speculate as to modifications that the inventor
might have envisioned, but failed to disclose.” Lockwood v. American Airlines,

Inc., 107 F.3d 1565, 1572 (Fed. Cir. 1997).

CPIl presented some evidence in an effort to show that the written
description of the '472 patent discloses that the inventors were in possession of
the claimed ventricular invention at the relevanttime. Dr. Tacker,an M.D./Ph.D.
and person of at least ordinary skill in the art of implantable cardioverting
devices, testified that he understood the written description of the '472 patent to
support the claims that reach ventricular cardioversion. He supported that

opinion with three reasons.

First, he stated that the representation of the ECG signal shown in Figure
2 of the patent (which depicts the physician control panel that is used in
conjunction with the implantable unit shown in Figure 1) is characteristic of a
ventricular tachycardia. When asked to explain this opinion, Dr. Tacker

purported to diagnose the arrhythmia from this tiny sketch. Tr. 234-36. The

-25-



court was so incredulous in response to this testimony that, when it seemed CPI's
counsel had tried to put words in Dr. Tacker's mouth, the court intervened to
clarify whether Dr. Tacker actually professed to hold such a view. To the court’s
amazement, Dr. Tacker then answered: “Yes, it is my view that 44 [the drawn
ECG signal] isa depiction of ventricular tachycardia.” Tr. 236. Figure 2 is shown

below at page 43.

Thistestimony was absurd on its face. It is not sufficient to avoid judgment
as a matter of law. See Tronzo v. Biomet, Inc., 156 F.3d 1154, 1159-60 (Fed. Cir.
1998) (reversing denial of judgment as matter of law on written description
defense where patentee relied on expert to claim that required description was
“inherent” in specification); see also Augustine Medical, Inc. v. Gaymar Industries,
Inc., 181 F.3d 1291, 1303 (Fed. Cir. 1999) (affirming summary judgment on
written description issue despite expert’s assertion that claimed invention was
inherent in specification). As the Federal Circuit said in Sibia Neurosciences,
Inc. v. Cadus Pharmaceutical Corp., a jury finding will be left undisturbed if it is
based on substantial evidence - evidence that would allow a reasonable jury to
find as it did — but a “mere scintilla” isnotenough. 225 F.3d 1349, 1354-55 (Fed.

Cir. 2000) (reversing denial of judgment as a matter of law on obviousness).
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Despite Dr. Tacker’stestimony, the specification itself describes the drawing
44 as the ECG signal of a “patient suffering from a convertible atrial arrhythmia,
such as atrial fibrillation, flutter or tachycardia.” ’'472 Patent, col. 4, Il. 53-66
(emphasis added). Confronted with this problem, Dr. Tacker conceded there was
“a mismatch here” between the specification and (his view of) the drawing. Tr.
291. Dr. Tacker also admitted that even a drawing of an ECG signal for atrial
arrhythmias would show the largest spikes or deflections for the ventricular
contractions. Tr.286.° The fact that the small not-to-scale drawing does not show

diagnosable details of the atrial contractions cannot support areasonable opinion

5The absurdity of this testimony also comes through in Dr. Tacker’s cross-
examination leading up to the concession cited in the text:

Q Now, even if a patient has an atria