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In compliance with Federal Circuit Rule 47.4, counsel for
apnellee, Hilton Davis Chemical Co.. hereby cemifies as 1o the
following

. The full name of each party represented by me is:
Hilton Davis Chemical Co.

3 The name of the real party in interest represented by me
[

Hilion Davis Chemical Co.

3. Hilton Davis Chemical Co. is 2 wholly owned subsidiary
of PMC., Inc. Hilton Davis Chemical Co. has no subsidiaries or
affiliates that have issued shares to the public.

4 The names of all law firms whose parners or associates

that appeared in the Count below or are expected 1o appear in this
Court are:
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2500 PNC Center

201 East Fifth Street
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(513) 651-6985

Marzin 1. Maller
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id E. Schmit, Esq.
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25800 PNC Cenier
201 East Fifth Street
Cincinnati, Ohio 45202-4 182
{513) 651-6985
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Hilven Davis Chemical Co.
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STATEMENT OF RELATED CASES

In compliance with Federal Circuit Rule 47.5, Appellee staes
that it knows of no other appeal in or from the same civil action
which was previously before this or any other appellate coun
Appellee is similarly unaware of any case pending in this or any
ather court which will directly affect or be directly affected by this
Court’s decision in the pending appeal.
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STATEMENT OF JURISDICTION

Ta clarify Appellant's Statement of Jurisdiction. only a post-

wrial motion to alter or amend the judgment under Fed. R. Civ. P
20(e} was filed. No motion for a new trial under Rule 59 was

filed by Appellant.

STATEMENT CONCERNING ATTORNEY FEES

in compliance with Federal Circuit Rule 47.7, Appellee does
not make any claim for aorney fees in this Brief.
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STATEMENT OF THE CASE

1. Statement of Facts
A. The Nature of the Case

This action involves a patent owned by Hilwon Davis. The patent
covers an innovative complex chemical process for producing two
specific red and yellow food dyes: FD&C Red 40 and FD&C
Yellow 6. The patented process was the first to successfully purify
these food dyes o the extremely high purity required for human
consumption by the FDA without the use of a very costly and
environmentally undesirable step known as “salting out.”

By a series of acquisitions, Wamner-Jenkinson became the only
1.5, company besides Hilton Davis making these food dyes.
Warner-Jenkinson began infringing in 1985 when it converted its old
“salting out” process to the patented process. Because Warner-
Jenkinson kept its process secret, Hiltlon Davis did not leamn of it
until 1990. When Warner-Jenkinson would not change its process
to a non-infringing one, the present action was brought in the
Southern Dustrice of Ohio.

B. The Proceedings in the Trial Court

Before trial, the Court denied V.amer-Jenkinson's summary
judgment motions of non-infringement and patent invalidity which
raised substantially the same issues presented in post trial motions
and to this Court. W-rner-Jenkinson does not appeal from those
decisions. The trial lasted nine days and involved nine éxpen and
technical fact witnesses, The jury deliberated for several days,
returning a verdict supporied by nine special verdicis. A2015-19.
The jury's damage award represented 20% of thai requested by
Hilton Davis. A38-%.

Briefing on Waner-Jenkinson's post trial motions consumed over
400 pages. The Trial Court denied those motions in a carefully
reasoned oral opinion. A6-T0. The Court also entered a narrowly
drawn permanent injunction which permitied Wamner-Jenkinson to
continue practicing its process at a pressure above 500 p.s.i. and at
a pH above 9.01. A4-5. Within weeks afier the eniry of the



injunction, Warner-Jenkinson was able to modify its process o be
allegedly non-infringing. (Confidential Addendum hereto . filed
under seal.}

C. A Briel History of Food Dye Purification

The processes for making the two synthetic FD&C (food, drug and
cosmetic) dyes involved in the presemt action involves couphng a
diago with Schaeffer's salt. The resulting “coupling solution”
comains various complex inorganic and organic impurities and wates
To meet sringent FDA requirements, these impurities, as well as
most of the water, must be removed. A108-9; 21 CFR §§ 74.340,
74,706,

Historically, Hilton Davis and Warner-Jenkinson purified the
coupling solution by a “salting out” step in the manufactunng
process. This laborious and expensive “salling out” process involved
adding large quantities of rock salt to cause the dye 1o crystalize out
of solution. filtering the crysualline dye in large filter presses to
produce a semi-solid press cake, manually scraping the press cake
from the filter, subjecting the press cake 10 3 series of successively
more dilue salt solution washes, redissolving the press cake in water,
and finally evaporating the solution to produce the dry dye. A13%-
50; 3224; 3225, Besides being labor intensive, the “salting out”
process had severe disadvantages including substantial dye loss
during the filiering and washing stages, environmental disposal
problems of the filtrate, and the expense of the salt. Alda-B; 2171
AZITIH.

D. Hilton Davis' Development of the Patented Process

in 1982, Dr. Cook, the primary inventor of the patented process.
was placed in charge of a project to reduce the cost and product loss
for Hilton Davis' FD&C Red 40 manufacturing process. A130; 132.
a rumber of process changes were considered, each

retained the costly and inefficient "salting oul " S1ep. A152. In June
1982 Dr. Rebhahn, 4 co-mvemor. suggested that “dialysis® might be
usad 1o remove some of the impurities from the coupling solution.
thereby eliminating the "salting out” process altogether. A152; 168-
70: 414. Drs. Cook and Rebhahn visualized thar initial concept as

L]



a membrane separation process o separate the dye from its
impurities, permitting the process 1o go directly from the coupling
solution 10 spray-drying. A152-3; 169-70; 1881 IBB4-6

Following that initial conception, Dr. Cook approached Osmonics,
a filtration equipment manufacturer, and proposed a program for
applying his approach to food color purification. AlLT1-2; A276T-9
Subsequently, Hilton Davis hired Osmonics to test dye coupling
solutions prepared and furnished by Hilion Davis. A1203; 1328
1139-40; 1381-82. The purpose of that testing, as admitted by the
Osmonics employee who did the testing {Gach), was o demonsirate
the “technical feasibility” of the proposed process based on Hilton
Davis' objectives to uncover any “disaster type of scenario” such as
destruction of the membrane, enormous dye |osses, economic
infeasibility, passage of all impurities, etc. AIB1; 1270 1513

Dt. Cook, like other average workers in this field, wasn't sure the
process would work, since the only way to determine whether an
ultrafiltration process would work was o “try it.” AS34 336 A
major concern was whether the conceived process could remove the
organic impurities, particularly Schaeffer’s salt, because of the small
difference in size hetween the organic impurity melecules and the
dyve molecules. A158-9; 1345; 138E; 1940-54,

The first Hilton Davis test occurred in August 1982, Hilton Davis
furnished a representative sample of FD&C Red 40 coupling salution
produced by its own chemical process for the test, and educated
Osmonics on the chemistry of s dye under a secrecy agreement.
A182: S07; 1200; 1205, 1327-8; 1340; 1382; 1481-2; 1893-916;
2040-54. The Osmonics employee (Gach) initially expressad surprise
at the coupling solution, since Osmonics was unfamuliar with testing
such highly concentrated materials. AlSS.

During the first test of the Hilton Davis process, the Osmonics
employee’s participation Was 1o physically run the equipment and
record some data. AS11; 1235, The first test used several different
membranes because of uncertainty how they would perform with the
specific impurities present in the Hilton Davis solutions. A1208. k
immediately became apparent that Osmanics lacked the experience 1o
remove ofganic impurities or intermediates from dyes, of 0 purify
dves to the level of purity required by Hilton Davis 1o meet FDA

3



specifications, and the equipment necessary 1o evaluate wheiher the
process aciually achieved Hilien Davis' objectives. A17%. 187, 1E9,
1330 1338; 1342-3; 1445; 1498, Consequently, Dir. Cook wnalyzed
ihe data and determined that the first tes! was unsuccessful in meeting
Hilton Davis' objectives. A1330; 1332 1343, 1347-R; 28959,
29404, Based on his analysis, Dr. Cook determined that the passage
of Schaeffer’s salt through the merabranes would determine whether
or not the process was viable. Al361. To test that hypothesis, Dr
Cook suggested three modifications 1o the test procedure: substitute
a membrane with larger pores, which, while passing more dye.
would hopefully faciliate purification; run the test longer 1o
determine if Schaeffer’s salt acrually was being removed, and
monitor the rate of Schaeffer’s salt passage using special montoring
equipment developed by Dr Cook. A1330; 1334: 13369, 1345,
1358; 1361-5; 1384; 1516, 2B95-9; 2917-34, 2040-54. Dr. Cook
recognized that the enlire e3sence of a viable process was to obtain
a proper tradeoff between dye loss and impurity removal, and he
hoped that these modificatons would facilitate faster impurity
removal without unaccepuable dye Joss. A1335-7; 1359

A second test using Dr Cook's approach occurred in October
1992, Dr. Cook again set the objectives of this test, and analyzed
the critical Schasffer’s salt passage to insure that the FDA purity goal
had been reached. A1361-2; 1364-5; 1383 1385, 1498; 2930-4.
3103-6. The Osmonics employee had go input on the critical dye
passage of Schaeffer’s sali variables. A1367. The data from this
test was again analyzed by Dr. Cook who determined, infer glia, that
the 1otal dye loss of 1 9% was accepable; the level of other dyes n
the final product had increased. but was still acceptable as a tradeoff.
Schaeffer's salt could be removed to FDA limits; the tradeoff
between dye loss and Schaeffer’s salt passage Was acceptable; a
mﬂﬁﬂﬂ*iﬂnvﬂyhighdﬂrtjmmdnhpuu]:wwld
probably alse afford satisfactory Schaeffer’s sall passage. and a
substantial cost savings was realized. Al85; 428 1256-7, 1342-3;
1347: 1367-73; 1375, 1385, 1498, 2841-81; 2900-16; 2935-9; 2955-
1. Osmonics was not involved in amy af these tradeoff decisions,
rather, Dr. Cook alone decided the test was successful in meeting
Hilton Davis’ objectives. AlB3-6, 1364; 1370-2; 1375, 1385; 1390
3.



The first patent application was filed based upon the data, results
and conclusions from De. Cook’s testing and analysis. A1393-6,
1502-3; 2020-110; 2962-8. The application disclosed and claimed
the use of a cellulose acetate membrane having a nomunal pore
dizmeter of 11 Angstroms, which was the membrane Dr. Cook
decided produced the optimum results A458; 502; 1397-8; 1468-9:
2020-110. To further improve the process. Hilton Davis purchased
s own equipment and performed additional testing {without
COsmonics) on a wide range of differemt dyes, membranes, pH
ranges, pressure ranges, and coupling solutions, in order 10
determine the optimum conditions for the invented process. Al3T3.
g. 1400: 1405-T; 1412-16; 1420-2; 1496, 2935-9; I961-81. 29904
3091-9; 3108-50. Dr. Cook’s testng included a polyamude
membrane (0 PA) (nominal pore diameter 7-10 Angstroms) which
was found to be superior to other membranss, particularly for
sodium sulfate passage. and a polyvinylfluonide membrane (20 VF)
membrane which had better pH and thermal subility. Al412-5;
3983-94; 2990-4; 1101-2. Osmonics was involved 10 fone of this
testing. Al4l3.

(Ine and a half years after this extensive testing began, Dr. Cook
finally arrived at the conclusion thai the claims of the pending
application were (oo narrow, and should be expanded to include
membranes having nominal pore diameters within the range 5-15
Angstroms, that the limitation of cellulose acewale should be
climinzted. and that other membrane materials should be added to
dependent claims. A408-9; 14156, 1426-7; 2883. That pore size
range was selegted based on Dr. Cook's technical judgmem of
membranes that he thought eould perform the overall purification
process. A1507; 1509. Osmonics Was nof involved in that decision.
Al4lT.

In November 1984, the second (CIP) application incorporaiing this
new information was filed. A1427-8; 15IL: 2111-170. The final
claim language incorporated the specific combination of process
conditions found by Dr. Cook to meet his objectives, paricularly the
tradeofis which he had discovered between dye loss and the amownt
of impurities passing the membrane 1o produce the maost efficient
process. Al520-1.



E. Prosecution of the Hilion Davis Patent Applications

The claims of the first patent application were initially rejected as
unpateruable over the Booth patent. the examiner commenting that
“["jt would be obvious to punfy azo dye stuffs by the method of the
rsference in the absence of any [unjobvious results.” A2100. Tha
re;~ction applied an impropes legal standard, American Hoist &
Derri:k Company v. Sowg & Sons, Inc,. 725 F.2d 1350, 1360, 220
U.5.P.Q. 763, 771 (Fed.Cir. 1984} {"Uur predecessor couns have
considered and rejected the notion that a new result or function or
synergism is a requirement of patentability™). Before a response was
filed to that Office Action. and following Dr. Cook's exlensive
experimentation, the CIP application was filed. That application met
the same initial rejection.

Later. in distinguishing the claims from the Booth patent, Hilton
Davis noted four major differences:

(1% The enormous differencss between the molecular weights of the
dves purified by Booth and those purified by the present process,

(3 The requirement in the Booth process to add salts to the
retenlate;

(37 The very high pH ranges deliberately sought in the Booth
process, i.e., above 9.0 and preferably 11 to 13 by addition of
hasic materials to the retentale, in Contrast 1o the relatively low
pH's used in the present process (1.e.. from around 6 1o around
| M

{4) The low pressures used in the Booth process. i.e., 23-200
p.5.i.g., preferably 50-130 p.s.L.§ and more preferably 75-125
p.s.i.g.. . . - In COMTAs with the higher pressures requirsd by
the presemt process (1.6.. 200-400 p.s.i-g.).

A2151-6, 2164-5.

After that combination of disunguishing features was painted out 1o
the Examiner, the Hilton Davis patent issued.

F. Wamer-Jenkinson's Infringement

In 1978, Wamner-Jenkinson learned of the Dynapol process for
purifying polymenc food dyes. The Dynapol process, which was not
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successful, is described in the Booth patem. A237-8, 796, BOS
However, Warner-Jenkinson did not use the Dynapol process, bus
rather investigated using ultrafiliration to pass the coupling solution
through the membrane, collect the filtrate in a crysialiization (i.e.,
“salting out”) 1ank, and complete the purification through standard
filier ami washing techniques. A293-5, 1996-T  However, that
approach was never pursued.

Between 1979 and July 1982, Warner-Jenkinson did nothing toward
adopting a FIMEC dye purification process which eliminated “salting
out,” In August 1982, Warner-Jenkinson tested a dye solution at
Owmonics. However, that dye solution comained alcohol. A117TE
An alcohol wash s usually the last step in the saliing out process to
obtain a press cake. A1447; 2177 (col. 10 ling 30.) Consequently,
the first solution which Warner-Jenkinson tested at Osmonics was
produced by redissolving a salted out press cake. rather than
resulting directly from the coupling solution. Moreover. the August
Warner-Jenkinson test was not successful in achieving the required
purity levels. A297; 2439-56. Dr. Solter, Warner-Jenkinson's R&D
manager, acknowledged that the process was absolutely worthless for
making food dye if the required purity could not be reached. the
process needed more R&D work, and that even the membrane used
was a “toss-up” whether it was good enough for his objectives.
All434; 1268 Consequently, the Warner-Jenkinson process was
neither reduced 1o practice nor suitable for its intended purpose since
it could not produce a sufficiently pure dye.

Following the unsuccessful 1982 test, Wamer-Jenkinson abandoned
the process for purifying the dyes covered by the Hilton Davis
paieni, and concentrated on other (less commercially valuable) dyes,
particularly Blue | and Green 3, which are not covered by the Hilton
Davis patent, A1026-7; 1044, 1146.

During the period February 1983 through January 1986, no work
was done on the Warner-lenkinson process for purifying the dyes
covered by the Hilion Davis Patent. All44-5; 3143-6. Even
Osmonics was puzzled why the Warner-lenkinson process was
unsuccessful. A3085. In fact, there was evidence to show that
Osmonics was using information obtained from Hilton-Davis to assist
Warner-Jenkinson with development of its process, in violation of a



confidentiality agreement.  A3074-85. Finally, in 1986, long after
Hilton Davis had successfully reduced its process to practice and the
patent had issued. Warner-Jenkinson was finally able 10 produce
commercially acceptable FD&C Red 40 and FD&C Yellow 6 dyes
using & process which eliminated the “salting out” step

SUMMARY OF THE ARGUMENT

[l. Substantial Evidence Supports The Infringement
Verdict

A. Infringement under the doctrine of equivalents is a question of
fact for the jury. v Libbey-{ha f
Co., 758 F.2d 613, 626, 225 US.P.Q. 634, 842 (Fed Cir. 1985
While the doctrine is designed 1o “do equity”, the “equity ™ involved
i whether the change from the literal claim language i5 50
insuhstantial as to amount 1o a “frawd on the patent”. Slimfold Mfg.
Co. v_[Kinkead [nduy . Inc., 932 F.2d 1453, 14537, IBUSPQ. 2
|R42. 1846 (Fed. Cir. 1991). Whether a change i5 “inswhstantial”
is determined by the familiar triparte test: does the accused process
perform “substantially the same function in substantially the same
way to produce substantially the same result™. Graver Tank & My
Co,v. Linde Air Prods, Co., 339 U.S. 605, 608, 85 U.5.P.Q. 328,
330 (1950}, In the present case, substantial evidence supports the
jury's infringement verdict, and by implicaon, its finding of
equivalency. ¥, i ! , B72
F.2d 978, 987, 10 U.S.P.Q. 2d 1338, 1346 (Fed Cir. 1989).

B. There is no case law or statutory support for Wamner-Jenkinsons
argumnent that a patenl OWner Must Prove “equities” 10 suppon
infringement by equivalents. Even so, there is substantial evidence
of “equities” in favor of Hilton Davis. Nor is evidence necessary af
piracy, sicaling, fraud of copying, or that the defendant designed
around , OF was even aware of, the patent. There is no intent element
to infringement. Kewgnee Oil Co. v. Bicron Corp,, 416 U.S. 470.
478, 181 U.S.P.Q. 673, 677, 40 L. Ed. 2d 315, %4 §. Cu 1879
(1974); [ngel Corp. v. U.S. Internariong! Trade Comm'n, 946 F.2d
£71. 832, 20 U.S.P.Q. 2d 1161, 1171 (Fed. Cir. 1991)

8



€. Substantial evidence showed that each claim limitation 15 found
in Warner-Jerkinson's infringing process. Expert testimony was
properly used 1o demonsirate that the membrans used an the
mfringing process met the Graver Jank tests See.  Swmbpl

Technologies, [mc v Opuicon, fnc,. 935 F.2d 1569, 1374, 19
U5 P 2d 1241, 1245 (Fed. Cir. 1991}

D Patent coverage was not surrendered in the PTO for a process
pressure greater than 406 psig and a pH less than & Hilton Davis
argued the combination of four differcnces distinguished over the
prior art. which did not create an estoppel for each difference
separately. Read Corporatipn v. Porec, fng.. 970 F.2d 816, 824,
nd, 23 US PO 2d 1426, 1433, nd (Fed Cir. 1992). Mot was
coverage surrendered for arguments made which were not required
in response 1o an Examuner's rejection. The prior ar was
distinguished , inrer alia, on the basis of low pressure and high pH.
not the high pressurs and gw pH used in the infringing process.

i R L5 F .
703 F.2d 1279, 1284, 230 U S.P.Q. 45, 48 (Fed. Cir. 1986).

Il. THE PATENT WAS NOT PROVED INVALID

A. Hilton Davis has not abandoned the significance of the pressure
and pH claim limitations, which remain imporant in distinguishing
the patented invention from the prior an. The infringing process was
shown 1o use the higher pressure and lower pH of the patemted
process rather than the lower pressure and higher pH of the prior art.

B. Inventorship is a facrual determination. Sharerproof Cilges Corp,
v_Libbey-Owens Ford Cp.. 758 F.2d 613, 624, 215 U.5.P.Q. 634,
641 (Fed. Cir. 1985); Amax Fly Ash Corp. v. United States. 314
F.od 1049, 1047, 182 US.P.Q 210 215 (Cu. CL 1970). Warner-
Jenkinson failed to show suffic. ¢ evidence 1o overcome the
presumption of proper inveniorship, or that another person should be
named inventor. Amax Flv Ach Corp., 514 F.2d at 1047, 182
U.5.P.Q. at 215. There was substantial evidence 1o prove that Drs.
Cook and Rebhahn not only conceived the invention, but made all of
the inventive contributions. while the Osmonics employee (Gach) was
hired only to perform testing under the direction of Dr. Cook and did

9



not contribute anyghing inventive.  The inventors as named in the

patent arc propet. s =

Cu.. 758 F.2d 613, 624, 225 US.P.Q. 634, 841 {Fed. Cir. 1985);
Conroligared Alurminum C v .10
U.5.P.Q. 2d 1143, 1172 (N.D. 1L 1988).

C. Wamner-lenkinson's prior work is distinguishable from the
wmﬂdpmnm.uﬂismtprinrmmnwumumm o
practice and was abandoned. 33 U.5.C.§ 102(g): Lugzker v. Plej, 843
F.2d 1364, 1366, 6 US.P.Q. 2d 1370, 1371 (Fed. Cir. 1988).

' ; . 745 F.2d 1437,

imberiy-Clark Corporaiigr V. JOERION & JESTT
1445, 223 U.E P.Q. 603, {Fed. Cir, 1984).

D The conclusion of non-obviousness by the Distnct Cour and jury
was corpect. under the Grahagrm tests. There is 70 requircment that a

patent owner show unexpected results. American Hoist & Derrick
Co,v. Sowg & Song, Inc., 725 F.2d 1350, 1360, 220 U.5.P.Q. 763.

771 (Fed. Cir. 1984). Nor do [n_Re Durden and Applicgnion of
Kgnter establish a separats inquiry for obviousness apart from the
Grgham "subject Malter as a whole™ test. Jn re Dillon, 919 F.2d 688,
595, 16 U.S.P.Q. 2d 1897, 1903 (Fed. Cir. 1990).

ARGUMENT

I MlsﬁuhﬁmﬂﬂhﬂmTuEuppu{ThEpldﬂlm'
‘-'u‘db:tThltThnfmkhlthuEmIﬂrknﬂﬂEFer-
Jenkinson

A. WhhﬂlﬂﬂﬂfPﬂFnrmjw

Eyﬂpu:ii]‘u’uﬂiﬂﬁ{ﬂlﬂﬁ,mjunfbunﬂmfrthan

claims 1-3, 13 and 14, a fagtual finding.
er Inc. 870 F.2d 1546, 1554, n.15, 10

Company, [nc. v, Fronticr, Inc.
U.5.P.Q. 2d 1201, 1209, n.15 (Fed. Cir. 1989).

Contrary to Wamer-Jenkinson's unsupported assertion that it is for
the Court and not the jury o decide, infringement under the doctrine
of equivalents has, from its earliest days, been a question of fact.

See, £.8. v, .56 1.S. (15 Howard) 330, 343, 14
L. Ed. 717, 722 (1833} MM
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Prods._Cp., 319 U.S. 108, 609, 85 U.S.P.Q. 328, 331 (1950) ("[A]
Finding of equivalence is a Jetermination of fact™); Shamerproaf
Glass Corp. v, Libbey-Owens Ford Cp., 758 F.2d 613, 626, 223
U S PO 634, 642 (Fed Cir. 1985) ("[bloth infringement and
equivalents are questions of fact™). Even this Couit’s most recent
discussions of the doctrine of equivalents have stressed that it 15 a
gquestion of fact for the jury, and not the Court to decide. Malia v,
Schulmerich Carilions, Inc., 952 F.2d 1320, 1325, 1345, 21
U.S.P.Q 2d 1161, 1165, 1171 (Fed Cir. 1991) ("[T]he issues of
infringement and of equivalency arc issues of fact”}right to jury trial
on factual issue of equivalents cannot be extinguished; Newman, J.
dissenting).

As a question of fact for the jury. the only question on appeal is
whether or not substaniial evidence supports the jury’s verdict, Jun
LW, nc., BT2 F.2d 978, 967, 10
U.S.P.Q. 2d 1338, 1346 (Fed Cir. 1989). "On review of a jury's
finding of infringement, the court must consider the evidence in the
light most favorable to the party in whose favor the jury found, and
must not substitute its choice for the jury’s in drawing inferences or
deciding berween conflicuing evidence.” [bid, In the present case,
there is substantial evidence to support the jury's finding of
infringement under the doctrine of equivalents. and thus its decision
should not be disturbed.  Moreover, a reviewing Court must accept
a jury's factual findings, presumed from a favorable verdict, which
are supporied by substantial evidence. Newell Companies, Inc. v,
' - -, 864 F.2d 757, 765, 9 U.5.P.Q. 2d
1417, 1423 (Fed. Cir. 1988)

B. Th&dmiTnhh;ﬂiﬂhDﬂumﬂuhlrw
Under The Doctrine Of Equivalents Is The Tripartite Test
Of Graver Tank

. A Proof Of "Equities” Is Not Necessary To Prove
Infringement Under The Doctrine Of Equivalents
Warner-Jenkinson is apparently laboring under the mistaken belief
that the doctrine of equivalents has somehow changed recently, and
now requires & parens owner Lo prove “equities” tn order to prevail.
While the Supreme Coun in the seminal case of Graver Tank stated

i1



that “the essence of the docirine was thal one may not practice a
fraud on & patent,” nowhere did the Court require a plaintiff 1o prove
“equities.” Craver JTank, 339 U.5. m 604, 185 US.P.Q a 330
While many courts have stated that the doctrine of equivalents 15
designed “to do equity.” Hughes Atrcrafi Co. v. United States, 717
F.2d 1351, 1361, 219 U.S.P.Q. 473, 460 {Fed. Cir. 1983), the only
iesi that has been employed to prove infringement hy equivalents is
the familiar tripartite test of Graver Tank: does the accused process
perform "substantially the same function in substantially the same
way to produce substantially the same result,” 339 U.S. ax 608, 85
U.5.P.Q. at 330,

While courts since Graver Jank have recognized the tension
hetween preventing a fraud on the patent and insuring that the public
has a reasonable indication of the scope of the claim, they have
resolved this balancing by following the Graver Tank west. The only
“equity” involved is whether or not the change from the lieral
language of the claim in qllﬂlimillﬂimuhﬂuihllilﬂmuﬂm
a “fraud on the patent.” Slimfold Mg, Co. v, Kinkead Indus.. Inc..
032 F.2d 1453, 1457, 18 U.5.P.0Q. 2d 1842, 1846 {Fed. Cir. 1991).

Thus, the first question is: “has a substantial change been made?”
ﬂrﬂy{fummnﬁtuummn:iunu “yes” should an accused
infringer escape liability. This is where the (Graver Tank tripartite
1est comes into play; the differences between an accused device and
a claimed device are considered 1o be “insubstantial® when the
sccused device performs substantially the same function in
substamially the same way (0 achieve substantially the same result as
the claimed device. The determination of whether an accused device
meets this test is one of fact. [bid. Consequently. when the change
i "insubstantial,” as shown by the Graver Tank test, an *equitable”
hasis for invoking the doctrine of equivalents is met.

This Court's most recent discussion of the doctrine of equivalents
supports this mode of analysis:

lnlpplﬂmlhldur:trlu.lhfmp{m Court refused to allow
m'ummwlnummrmlnnuhmmmlnd
insubstantial changes and substitutions in the patent which.
mlhmm,wddb::mujhwmm:npm
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matter outside the claim ™ . . . This statement elucidares
both the purpose of the d-a-::nnt and 1he tvpe of conduc
which inpgers its apphication.  An eguivilent upder the
doctrine of equivalenss results from an insubstanuial change
which, from the perspective of one of ordinary skill in the
art, adds nothing of significance to the claimed invention.
{Emphasis added. )

Valmont . v._Ret . 25 US.P.Q. 2d 1451,

1454 (Fed. Cir. 1993).

In otber words, while one of the purposes of - docirine might be
to prevent unscrupulous copying, the paly fact which triggers is
application is an ~insubstantial™ change from the patented invention

While it is clear that application of the doctrine of equivalents is
required when there is merely an insubstantial change, as measured
by the Graver Tank test, it is equally clear what 15 pot required.
Infringement, whether literal or under the doctrine of equivalents,
has mever required a plaintiff to show piracy. stealing or fraud, or
that the defendant copied. designed around the patent, or was even
aware of the patent. Intent 1o infringe is not necessary, the patent
law forbids even independent creation. Kewgnee Chl Co. v Bicron
Corp., 416 U.S. 470, 478, 18] U.S.P.Q. 673, 677, 4EIL Ed. 2d
315,94 5. Cr. 1879 (1974); ¥
Comm'™n, 946 F.2d 821, 832, 20 USP.Q. 2d 1IEI 1171 {Fed. Cir.
1991) {“there is no intent element to direct infringement™). Thus,
infringement by equivalents, even if unknowing, is nevertheless a
violation of the patentee’s exclusionary right. See, eg., Blor v,
Wesringhouse Elec_Corp.. 291 F. Supp. 664, 670, 160 U.S.P.Q.
155, 160 (D.D.C. 1968); A, Srucki Co v Schwam, 634 F. Supp.
259, 264, 229 U.S.P.Q. 903, 907 (E.D. Pa. 1986) ("neither intent
to infringe or knowledge that a subsisting patent covers what one 1s
making, using or selling is an element of a direct patent infringement
action”). If this Court were to adopt Wamer-Jenkinson's
interpretation of the application of the doctrine of equivalents, there
would rarely be a need 10 inguire as to the question of willful
infringement, since by Wamer-Jenkinson's definition only willful
infringement would be actionable under the docirine of equivalents.
See, Avig Group Interngrional,_Inc_v._Nike Jnc.. 22 US.P.Q. 2d

13



1475, 1477 (D. Ore. 1991) ("Because inteni 15 (ffelevant (o a3
determination of patent infringement, there is no overlap concerming
willfulness between the issue of liability and damages.”).

Simply put, no court has ever said that copying is a prerequisite 1o
s finding of infringement either literally or under the doctrine of
equivalents; neither has knowledge of the existence of the patenl
itself being cited as a requirement.

Warner-Jenkinson also argues thal because infringement “may "~ be
jound under the doctrine of equivalents, its use is limited and should
only be resorted 1o prevent *gbuse”. However, it is clear that this
Court has noted that the doctrine 15 limitss only (n the sense that i
does not extend “(1) 1o cover an accused device in the prior art, and
{2y to allow the patentes (0 recapiufe through equivalence certain
coverage given up during prosecution”. Pennwals Corp. v. Durgnd-

CR33£2d4 931,934 0], 4 USPQ 2d 1737, 1739,
n.1 (Fed. Cir. 1987).

2, mmmFmMAhufﬂ“Eqﬁﬁu"hHm
Ilqtdmd.Emllﬂnlnmhquh'FnunnhﬁndEﬂn
lrrupcctiwuluuﬁntuulpmnfuf'ammin' is not required o
invoke the doctrine of equivalents, numerous equitable faclors in
Hiiton Davis' favor exist in the present case. Furthermore, as this
Court has stated, “[each case in which infringement by egrivalents
mummmmmm‘uwwm.m
mquimmeuiﬂnfr::tIunjurrinuupm:mnm]mhlmnm
wﬁmpumnpm:unrmimrmﬂnmpnm:mdm
nudfﬂlmunﬂhltmlliﬂ)'h}'hpuhh:ﬁmmwﬂthe
patent grant.” W ' . BT2
E.2d 978, 987, 10 U.S.P.Q. 2d 1338, 1346 (Fed. Cir. 1985). Thus.
lfuruhmhmfmﬂwnf'mniu" it is a determination of
fact ,udm:duism:isnrﬂymb:wmhundﬂa
substantial evidence standard. Here, the substantial evidence
pmﬂuuﬂdudywuwmmmmy'mhm'mm
Hilton Davis' favor.

The evidence clearly showed that warner-Jenkinson was unable to
;ﬂﬁnruwmhbhpmcmunﬂmﬂﬁilmnmvhmdmnﬂedm
doing so. mdwidnuwupnsﬂudﬁumnum:h the jury could

i4



have concluded that Warner-Jenkinson obtained information
concerning the Hilton Davis process, through Osmonics, which
enabled Warner-Jenkinson to perfect i1s process, A271: 1269-T3.
Hilton Davis and Warner-Jenkinson performed their first Lests a
Osmonics one week apart A 1264, however the evidence showed that
Hilton Davis achieved i1s desired objectives before Warner-
Jenkinson A1269-T3. After Hilton Davis was successful,
information from its testing suddenly appeared in an Osmonics” file
concerning further testing to be performed for Warner-Jenkinson,
enabling the jury 10 conclude that Warner-Jenkinson obtaired helpful
confidential and critical information concerning Hilton  Davis®
process. A1272-3 This. along with the fact that Warner-Jenkinson
continues to utilize the same equipment and membranes as Hilion
Davis A522-3; 545, clearly could have led the jury to conclude that
Warner-Jenkinson copied 18 process from Hilton Davis,

The evidence also showed that Warner-Jenkinson was “immediately
concerned” about the Hilon Davis patent because it had been
working on the same process, but was simply too commuited 1o its
process o siop infringing.  ABST. 912-3. Wamer-Jenkinson's
president testified “you don’t take action 1o practice a patent without
good legal advice™. AS09

The evidence further showed that Warner-Jenkinson did not obtain
a written infringement opimion until one year after it became aware
of the Hilton Davis patens. A922. Funthermore, Warner-Jenkinson
failed 1o disclose all of the information necessary for its patent
counsel to formulate a proper infringement opinion. AS49, 971-2;
@7h. In fact. after Warner-Jenkinson became aware of the Hilton
Davis patent. it took no sieps to move further away from the claim
parameters, but merely sought a perfunciory confirming opinion from
its counsel. AR9S-900. As demonstrated from its aciions after the
Trial Court entered the imjunction in the present case {Confidential
Addendum hereto, filed under seal) , it would have been very easy
for Warner-Jenkinson to avoid infringement; however no such steps
were taken until the jury found infringement.

15



3. When The Proper Graver Tank Analysis Is Employed, It Is
Clear That Substantial Evidence Supports The Jury's
Finding Of Infringement

Hilton Davis has been unable to find a single case where thie

tripartite test of Graver Jank was nod employed 1o decide issues of
infringerent  under the doctrine of equivalemts.  Amazingly.
however, Warner-Jenkinson DEvgr Once cites the test in its bref.
Rather, it relies on generalized statements carefully chosen to iry 10
comvince this Court that the long-es1ablished (Grgver Tank analysis
has been significantly modified, or even abrogated, in recent years.
As shown above, howevet, the Graver Tank triparte test remains the
suchstone for an equivalents analysis.

To prove infringemenl under the doctrine of equivalents, Hilton
Davis was reguired to show that the accused process mel every
limitation of at least one claim either liverally or by a substantial
equivalent. ¥ = W . B33 F.d
931, 935, 4 U.S.P.Q. 2d 1737, 173940 (Fed. Cir. 1987) (en pgno)
Although Warner-Jenkinson has challenged the jury's factual finding
a5 1o the presence of certain claim elements in its process, substantial
evidence supports the jury's verdict that these elements aTe preseat
either literally or under the doctrine of squivalents. When the
evidence is considered in a light most favorable to Hilton Davis, as
it must on this appeal. the jury's finding of infringement mast stand.

n ¥ j 1 . 872 F.2d 978, 987,
10 U.SP.Q. 2d 1338, 1346 {Fed. Cir. 1989); Toth v Yoder
Company, 749 F.2d 1190, 1194 (6th Cir. 1984)

C. There ls Substantial Evidence That The Pore Size
wnmumwmmmmnm

Warner-Jenkinson argues that there was no evidence of the pore
cize of its membrane or that the membrane even had pores. First,
there was substantial evidence that the membrane had pores. AZ26-
7. 357-8; 478-9; 350-1. Further, actual measurements are mol
necessary to support a finding of infringement. Uniroval, Inc V.
Rudkin-Wiley Cprporarion. 837 F.2d, 1044, 1056, S US.P.Q. 2d
1434, 1443 (Fed. Cir. 1988), The evidence showed that the acrual
pore size 1S influsnced by temperanire and water properties. and
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therefore cannot merely be measured under a microscope.  AS31-1.
Thus. the pores are defined as a “nominal pore diameter.” AS5T
The pore sizes are measured based on performance and named in
terms of how much or how fast the dye or impurities are passed.
4377 The membrane thus is defined functionaily in the claims with
pore sizes, ogether with other process parameters, o = hieve Lhe
goals of the process. A478-9

Bassd on cxpen testimony and claim chars, the evidence
esiablished that the Desal Series G membrane used in the infringing
process was the legal equivalens of that called for by the claims.
See. Symbol Technologies, Incv, Opricon, fnc.. 935 F.2d 1369,
1574, 19 USPQ. 2d 1241, 1245 (Fed. Cir. 1991} (Expen
testimony  and claim chars sufficient to suppon infringement
finding). The evidence showed that the function of the membrans 14
o separate impurities. salts and inorgamics {starting materials and
hyproducts) from the dye. such as sodium chiorsde, sodium sulfate,
and organics such as CSA and Schaeffer's saly, and that this
separation must be performed just right 1o obtain the desired results
The membrane also functioned 1o remove the impurities to a level
sufficient to achieve FDA centification. These functions are met in
the patented and infringing processes. Al11-2; 337-8; 355; 3745
J81: 406-0.

The way in which these functions are accomplished is that
impurities smaller than the nominal pore diameter, and water, pass
through the membrane, while the dye is retained on the concentrate
side of the membrane. Both the patented and infTingIng process
perform these functions in substantially the same way. AL134; 355
7. 378, 497

The resalt achieved is thar “substantially all impurities™ are
removed from the concentrate, which defiues a way of measuring
when the desired purity level (FDA purity) has been reached.
Another result is that the final product achieves 90% purity. Finally,
uﬂ::rrmdhuhi:wdareuminmmliﬁmmprumtin:he

and the process resulis in producing principally an FD&C
dve. All of these results are found in the patented and infringing
processes. A337-8; 381-2; 1113
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Thus, the jury was fully justified in drawing the conclusion that the
Warner-Jenkinson membrane had an effective pore size of 5-15
angstroms, and was the functional equivalent of the claimed
membrane.

Warner-Jenkinson relies on Mprion Internafiond] is suppon of its
position. In Morton. literal infringement was not proved because
there was no evidence at all of the existence of a particular required
material. Thus, there was “no objective suppor for the acmual
existence of the claimed “material.” In the present case. it is
undisputed that the Warner-Jenkinson processes USE 3 membrane
which has pores of some size. Mor in Morfen. was there any artempt
to prove infringement by equivalents. However, when analyzed
under (rgver, it is clear that Warper-Jenkinson's membrane s
functionally equivalent to the claimed membrane. Consequently, the
cases are easily distinguishable; here, there is substantial evidence w0
support the infringement finding

Finally, Warner-Jenkinson argues that it did not choose the
membrane to avoid the patent claims. Howewver, as noted above,
iment is not a requirement for infringement. the only 1est is whether
the Graver requirements have been met.

. Prosecution History Estoppel Does Not Limit Application
O The Doctrine Of Equivalents In This Case

Warner-Jenkinson argues thar Hilton Davis is estopped 1 rely on
Mdmrmﬂmhﬂmhnmurwmmwm
Muw.hwu,muﬂﬂu@mimu[m
differences (molecule size, addition of salt, pH and pressure} from
the Booth patent. Consequently, ai maost, an estoppel would be
created by all of these combined distinctions, gt each individually.
See, Regd Corporarion v. Portec, Inc.. 970 F.2d B16, 824, n4, 1.
U.S.P.Q 2d 1426, 14331, n 4 (Fed. Cir. 1992}

Emymmmd:hylp;mdmngprmninnm
Wlpm{mmmmcmlJME
estoppel. hwmhvmmmm- In comext,
Read distinguished, for example, the Deisier reference
because of a w.lth of differences
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Thus. any  estoppel  creaied by Portec's  argument
encompasses all of these combined distinctions of Deister and
ot an estoppel respesting each of the individual differences,
eg. that any device with pon-movable wheels cannot
infringe. ™ That feature in itsglf was never asseried to be the
hasis for patenability over Deister Thus, there is no basis
for an assertion that Read is seeking 10 recapiure anything
which was surrendered 1o obtain the patent, the essence of
the prosecution history estoppel.

fn. Acceptance of Porec’s argument respecting estoppel for
each ftem in a patentee’s list of dauncnons berween the
invention and a pricr ant reference would mean that the less
material & prior am reference, the more the estoppel merely
by 3 paientes’s pointing out numerous differences.  This
turns an equitable doctrine into an illogical mechanical rule
and would allow easiy distinguishable prior am, here
Deeister, 1o emasculate the doctrine of equivalents.

1. Hilton Davis Did Not Surrender Patent Coverage For pH
Less Than 6.0

In its Brief, Wamer-Jenkinson confuses the issuss of proseculion
history estoppel and infringement under the doctrine of equivalents.
As to the first issue, during prosecution, applicants differentiated the
prior art Booth patent, inter glig, hecause it used a higher pH wan
the claimed process. The pH value of 9.0 was added to stress the
difference from the higher pH of Booth, which used a pH of 9-11
Morcover, the focus here must be on "why" a particular change was
made. Sun Smds, Inc v ATA Equipment Leasing. Inc., ET2 F.L
978, 987, 10 U.S.P.Q. 2d 1338, 1345 (Fed. Cir. 1989). There was
no argument, or any other express of implied intent, that a pH less
than 6 be excluded in any Wway. Specifically, applicants argued that
“the very high pH ranges deliberately sought by the Booth process.
i_e., above 9.0 and preferably 11 to 13 by addition of basic mrarerials
1o the getepiate. in conirast Lo the relatvely low pH's used in the
present process (1.c.. from around 6 o 9. .. .).7 Thus, ar most,
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Hilten Davis surrendered coverage (logether with the other
limitations argued) for processes using a pH greater than 9. Further,
since there was no reason to limit the lower pH range n responsc 1o
an Office Action, this is a case where a palemies’s amendment Was
not required in response 1o an examiner’s rejection, and therefore no
estoppel should be found. Mannesmann Demg Corp v Engineered

793 F.2d 1279, 1284, 230 USPQ 45,
45 (Fed. Cir. 1986).'

Where, as here, a limitation was not necessarily the critical
limitation that secured the patent. estoppel does not apply.  See.
Therma-Trie Corp. v. Peaciuree Doors Inc., 24 U.S.P.Q. 2d 1493,
1503 (E.D. Mich. 1992)(0.005 inch claim limitation doesn't preciude
infringement of device measuring 00045 inches).

The claim also specifically requires a pH from ~approximately”

.0 10 2.0, The broadening term *approximately” cannot be ignored,

Panduit Corp. v. Dennison Mfe., Co., 810 F.2d 1561, 1577

| U.S.P.Q. 2d 1593, 1604 (Fed. Cir. 1987), offers legway in

determining if infringement is present, Seattle Box Co. v Industrial

' .131F.ZdEIE.319.111. U.S.P.0Q. 568, 376

(Fed. Cir. 1984), and creates a question of fact. WL Gore &

v 842 F.2d 1275, 1280, 6 US.P.Q. X

1277, 1282 (Fed. Cir. 1988). The use of the term "approximately”

here indicates an intent mot to limit the pH 1o the literal range
recited.

The inapplicability of the doctrine of prosecution history estoppel
1o the facts of the preseni Case 15 dramatically illusirated in Px. %4
(A2892), diagrammed in pan in Exhibit A& anached hereto. This
shows that Wamer-Jenkinson's process pH lies on the gpposie end
of the range where Warner-lenkinson argues  Hilton Davis
surrendered patent coverage in order 1o differentiate from the Beoth
process.

The substantial evidence also showed that Wamer-Jenkinson's use
of pH 5 was the functional equivalent of a pH of 6-9 within the

| The Trial Court clearly recognized this distinction when 1 Iimited the
permanenl 1Ejunction 1o 2 pH greater than 9.01. Ad, 5d-5.
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overall process. Employing the Graver analysis, the “function” of
the pH is 10 (1) insure operation at a pH which prevents damage to
the membrane, (2) produce a more or less neutral product required
by the FDA, and {3} be compatible with the chemisiry of the
process.  The evidence showed that Wammer-Jenkinson operates
within a pH meeting these functions. As to “way.” in the patented
process the pH is adjusted after coupling by means of an acid fo
obtain the desired value, just as in the infringing process. AZLTE
icol. 36 col. 11, lines 49-52); 2793; 1798 2811. Finally, the
result of wilizing the appropriate pH ks that the membrane is not
destroved and the process operates 1o produce certifiable dyes —
(hese results are achieved in the infringing process. A231, 364-3,
12G%; 2174, 2178, (co.. 3-6; col. 11, lines 49-52).

There was further evidence that operating at a pH of 5 rather than
& makes no functional difference 1o the chemistry of the process or
1o the acrual membrane separation. A232; 365, 1472-3; 1477-8.
There was also evidence from which the jury could conclude that
Warner-Jenkinson actually operated its process near, if not i, pH 6,
and that operation anywhere in the range 4-8 made no difference.
A1TI-5: §52; 560 R64-6; 1557; 2439-56; 2998-3000; 3012; 3013,
3222, This evidence, which was for the jury 10 consider, Supports
a finding of literal infringement of this claim limutation

Warner-Jenkinson argues that it achieves an additional function,
i & destruction of tnazine, thereby avoiding infringement
However, a feature added to a claimed invention does not necessarily
avoid infringement. Bio-Rad Laboratorjes, Inc. v, Nicolet Insiriment
Corppranion, 719 F.2d 604, 614, 222 U.5.P.Q. 634, 662 (Fed. Cir
1984 Furthermore, the claimed and accused processes need not
have identical results; the result can be substantially the same and the
accused process can be an improvement. Atlas Powder Compgny v.
E.1. DuPont de Nemours and Co.. 750 F.2d 1569, 1580, n.3. 224
U.5.P.Q. 409, 417, n.3 (Fed. Cir. 1984). Warner-Jenkinson cannot
escape infringement by assefting s process performs an additional
function.

Moareover, the substansial evidence demonstrated that the claimed
pH range functions equally well to desiroy triazine, Evidence from
a wide variety of sources, including the FDA and Hilton Davia’ own
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tests. showed that triazine is destroyed by an acid pH. including
pH 6. A366-9; 370 1017; 1118-9; 1123 1329: 1350, 2175 (eol. 3.
line 21); 2887-91; 2895-9, 2955-61; 1001-11. Since this was well
known, the patent was not required o teach it Hybritech, fnc v

' . 802 F.2d 1367, 1384, 231 usS.POQ
51 94 (Fed. Cir. 1986); Jn_re Authguser. 399 F.2d 275, 283, 158
U.S.P.Q. 351, 357 (CCPA 1968). From this evidence, and the fact
that Hilton Davis and Warner-Jenkinson produce certifiable dye in
approximately the same rime iAL548), the jury could draw the
inference that operating within the claimed pH range and under the
ather claimed conditions effectively remaves triazine 1o cenifiable
levels. It is apparent Wwarner-Jenkinson's “triazine” argument 15 ad
afterthought, as demonsirated bv the fact that it did not appear in any
of the opinion leters from Warner-Jenkinson's patent lawyer
AZ820-34.

Warner-Jenkinson argues that the claims are limited 10 a lower
limit of & because of “foaming problems.” There 15 nothing in the
patent to support such 2 limitation. The evidence showed that the
pasenied process Was successfully tesied ar pH values substantially
below 6, down to 2. A1406; 1410-11; 1516-7, 310845 The
lower pH value was a mamer of Convemence, ROl NECESSITY. ALATT
The process worked even al these low pHs, and there was no
evidence that the alleged “foaming” in any Way affected the process
A332: 1009, Since one of the funcuons of the pH was compatibility
with the process chemisty. if a function was to aveid *foaming.”
that function was clearly accomplished in the Warner-Jenkinson

p‘t‘tﬂ:ﬂiﬁ.

Finally, Warner-Jenkinson cues Tandon Corp, as limiing the
doctrine of equivalents. In Tandon, the infringing device fell
squarely within the range expressly surrendered during prosscution.
H:m~uuﬂwﬁgpmm:pﬂwmmg:
currendered during prosecution. Thus, Tgndgn does noa prechude
infringerment in the present case. warner-lenkinson's change from
pH 6105 is insubstantial in the context of the overall process, and
there is substantial evidence to Support the implied infringement
finding by the jury of this ¢laim limitation.
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3. Hilton Davis Did Not Surrender Patent Coverage For
Pressures Greater Than 400 PSIG

Again, Wamner-Jenkinson mixes prosecution history estoppel and
e doctrine of equivalents. The pressure requirement of claim | was
nov added by amendment, bul was present in bork the parent and CIP
applications. During prosecution, the applicants pointed out that one
of the differences between the Booth patent and that claimed was “the
cather low pressures used in the Booth process, Le.. 25-200 psig..
preferably 50-150 psig., and more preferably 75-125 psig. . ., In
contrast with the higher pressures required by the present process.”
A2151-6, 2164-6 Thus, Hilton Davis distinguished s invention
from the prior an, inser alia, on the basis of low pressures, nof the
higher pressures now used by Wamer-Jenkinson.

The inapplicability of prosecution history estoppel 1o the facts of
the present case is dramatically illustrated n Px. 94 (ARSI,
diagrammed in parn in Exhibit 3 attached hereto, which shows that
Warner-Jenkinson's process pressure lies on the oppetite end of the
range where Wamner-Jenkinson argues Hilkon Davis surrendered
patent coverage in order 1o differentiate from Booth.

Thus. a1 most, Hilton Davis surrendered patent coverage itogether
with the other limitations) for processes using pressures less than 200
psig.; nowhere in the prosecution history is there amy intent
demonstrated to surrender palent Coverage for pressures grearer than
400 psig.  Hilton Davis is not estopped from applying the doctrine
of equivalents 10 Warner-Jenkinson's process which used pressures
grﬁtﬁuunimmig.tinuuhmmnmtm;mnupmu
something which was originally surrendered.

Further, the upper value of 400 psig. does not exist in the claim 1o
distinguish the process from the prior ar. particularly in Booth, but
rather 1o protect the membranes gvailable at that tipe. A9
Where a patentes’s amendments were nnt required 10 respodLs 1o an
examiner's rejection or eritical to the allowance of the claims. no

estoppel has been found. Mannesmann Demag Corp. v. Engineered
Metg! Progurss Cp.. Ing.. 793 F.2d 1279, 1285, 230 USPQ. 45,
48 (Fed. Cir. 1986), v i



Corperatipn of Amencad, T75 E.2d 1107, 1120, n. 13, 227 UsPQ
577, 585, n. 13 (Fed. Cir. 1985).

Woreover, since there wis substantial evidence to suppor literal
infringement of this limitation, prosecution history estoppel is DOl
applicable at all. The evidence showed that the actual pressure on
some of the membranes in the Warner-Jenkinson process measured
in the 200-400 psig. range. AS75.30; 580: 582; 592; 1588; 3138
3240. Thus, a major portion of the membrane was actually receiving
pressures literally within the claimad range. AS530; SB0.

Warner-Jenkinson argees that the pressure should be measured “al
the high pressure pump, i.c., 3l the inlet to the first membrane.”
This makes no sense since it is the pressure applied
itself which is important 1o the functioning of the process; 1.e.. the
object is 1o exEm a pressure greater than the osmotic pressure on the
coupling solution so that water and impuritics are focued through the
membrane into the permcate. Al64; 228-9; 361-2: B&L. 1161-2;
1166, The patent tpmiﬂﬂriund:ﬁnﬁﬂmprmure as “applied to the

side of the membrane.” AlS64-6; 1570; 2175 (col. 6.
lines 20-21). Expert testimaony established that the “pressure” is that
lppiiﬂdmlh:mnmﬂuid:ufthemmb:w. AS01; 1588. Both
Mwmm:mnﬂmmmﬂlmmnymh:wnﬂdsw
mmmmu&mmmm- v, B
,B62 F.2d 283,287, 8 U.5.P.Q. 26 1996, 2000 (Fed.

Cir. 1988); ab

Cir. 1985); Fromson v, Advance Offset Plait, InC.. 720 F.2d 1565,
1570-1, 219 US.P.Q. 1137, 1140 (Fed. Cir. 1983). The Trial
Courn also :,gtmd-mdnl‘umtrpmﬂ-lwn {AB5-T.)
Tmuwudm:uhuuiﬂni&mntmmnmhnh:pmum
mmmﬂmnupmnmwummhmmmmn[m
claimed. The claim uses the word “approximately” which provides
some lesway, as noied above. Fuﬂlﬂ.histﬂ']tﬂ!urﬁmpﬂﬂlhk
mhyhmuufuminnwhm. A.-n:ppmprm:mg:nf
equivalents may extend to post-invention advances. American




The evidence showed that the function of the pressure was 1o exerl
sufficient pressure on the reactamt MIXEUTE applied to the upstream
side of ihe membrane 10 OVETCOME the osmotic pressure (0 drive
waler, OCFAnic (mpurities and imorganic impurities through the
membrane ino the permeate al an economically useful rate. This
function was achieved (the “way") by overcoming the osmotic
pressure with additional pressure to force the water. organic
impurities and noTganC impurities through the membrane while
retaining the dye. The result achieved was that water and impurities
were removed to obtain a dye of a paricular quality in terms of
impurity level and dye concentration, which was suitable for spray
drying or other MEans of isolation, The evidence showed that this
function/way/result was achieved in the Warner-Jenkinson process.
Al6d: 2280 360-2; 534-8; 544 592 B6O; 1161-2; 1166-T: 1289;
1206: 1567; 1589, Thus. the Graver tests for functional equivalence
are met.

Warner-Jenkinson's argument that it did not select its operating
pressure to avoid the Hilton Davis patent is irrelevant. Intent 1o
infringe s nol necessary, the patent law forbids even independent
creation. mmw.uau.s.m.m_m
U.S.P.Q 673 671, 40 L. Ed. 24 315, %4 g. Cr. 1879 (1974).
However, there was evidence (0 show that Warner-Jenkinson did
adopt its higher pressures merely to avoid the literal pressure ranges
of the patent claims, and for no other reason. [t was nol nECEssary
10 operate a1 the higher pressute io achieve the process goals; rather.
warner-lenkinson amificially increased its pressure by “pinching offt”
valves to attempt to get the pressure outside the literal claimed range.
A512; 592; 15434, The jury was entitled to credit this evidence.
See. Yarway Corporarion v. Eur-Control USA,_[nc. 775 F.2d 163,
195 227 U.S.P.Q. 352, 357 (Fed. Cir. 1985). Finally, Warner-
Jenkinson's reliance on Tandon Corp. is misplaced for the same
reasons noted above. Wamer-Jenkinson's change from 400 1o 300
psig. is insubstantial in the context of the overall process, and there
i substantial evidence 10 support  infringement of this clam
limitation.

¥ i .,E:MF.II:IEE,IU.S.F Q. d
1271 7T, Cir. 1987) 18 very similar to the present case. There, the
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pateniee amended a claim for a catheter by specifying that the
catheter have a “uniform outer diameter” in order 1o distinguish over
a patent disclosing a catheier having profuberances along its length,
and also to distinguish over a catheter having a nonuniformity in the
mid 4= of its body. This Cour stated that this gt most precluded the
patent owner from asserting equivalents of catheters having size
changes along its insertion length; however, a catheter having a
wapered tip could meet the limitation of a “uniform outer diameter”

device lirerally fell outside of the limitation that had been added 10
overcome prior an, it was equivalent, notwithstanding the doctrine
of prosecution history estoppel since the prior art dealt with
nonuniformities of diameter along the length of the catheter and not
at the tip. In the present case, the prior art dealt with high pH and
low pressures; the Warner-Jenkinson process, like the Hilton Davis
PrOCEsS, uses low pH and hugh pressures. Thus, the doctrine of
equivalents is fully applicable in the present case.

E. Warner-Jenkinson's tdmmm-n.w;
Equivalent "/cd” And Produces An Jdentical Product

Without question, infringement under the doctrine of equivalents
was an issue of fact for the jury. Nevertheless, Warner-Jenkinson
would have this Coun set aside the jury's implied finding that the
acids employed in the (wo processes were equivalent, even though
substantial evidence suppors that finding.

In determining whether or not ingredients (e.g-, acids) are
equivalent, this Court has stated:

“Where, as here. the accused product avoids literal
lmmwmiummdeui::m
composition, it is appropriate for & court to consider in
assessing equivalence whether the changed ingredient has the
u:nﬁpurpmﬂ.qunlhjr.nndhmﬂil!iuundm
ingredient. Hildﬁn.mmuﬂd:‘nﬂdplm
ﬂwuunﬂtmm“ipuﬂumqt'hmim
way, and result.”

Aulas Powder Co. v. E.L Du Pons de Nemours & Co. 750 F.2¢
1569, 1579-80, 724 U.S.P.Q. 409, 416 (Fed. Cir. 1984).
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The “purpose” of the atid, in both the patented and infringing
processes, is 1o contribute 3 hydrogen ton and thereby react with
sodium mirite causing the nooossary diazatization reaction 10 0OTUT.
4301-2: 1108; 1443, As for “quality,” both are sirong mineral
acids. A339-30; 393; | 108; 1443, Asfor function, both acids react
with sodium nitrite 1o produce nifrous ackd, an intermediate which
reacts with CSA to produce the required diazonium sall, Aldsd,
The diazonium salt reacts with Schaeffer’s salt to produce the desired
dve (Al444), and i i uncontroveried that the dye thus produced 15
the same regardiess of the acid employed. A34T-8. "Substitution of
an ingredient known 1o be an equivalent to that required by a claum
presents a classic example for a finding of infringement under the
doctrine of equivalents,” Cprni Warks v i
1SA, [nc. . 868 F.2d 1251, 1261, @ U.5.P.Q. 2d 1962, 1969 (Fed.
Cir. 1089). There was evidence that sulfuric and hydrochloric acids
were known equivalents. A3 393 14434, In the context of the
processes involved in the present Case. the two acids clearly are
equivalent.

Warner-Jenkinson attempis 10 distinguish its process by arguing
that. since it uses sulfuric acid, its process produces a sulfate, which
it claims is maore difficult o remove than the chloride produced in
the patented process. Diespite the fact that this is nof an element of
the claim, Hilton Davis presented expert testimony at trial that
directly contradicted this asseruon, showing the two inorganic salts
to be equivalent within the context of the overall process. AJ396;
{111-3; 1299; 1458; 1549, The jury would be entirely justified in
determining that Hilton Davis® wilhess was morc eredible.
Furthermore, the patent cleasly states that sodium sulfate is also
produced in the patented process. A2171-81 (e.g. col. 4, line 68).
Likewise, Warner-Jenkinson's assertion that its choice of acid
provides a faster reaction was <hown 1o be inconsequential by Hilton
Davis' experts, both by testimony and by live demonsiration befare
the jury. Al443. -

Wamner-Jenkinson also asserts that its use of sulfuric acid permits
htnpmdumamrtmrmlﬂmddy:mlmim;humerlhhism
element of claim 3 of the patent, nor claim 1. Limitations in 2
dependent claim cannot be read imo an independent claxm.
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Envirpnmentg! Designs, Lid, v Unipa Oil Co of Californig. 3
F.2d 693, 699, 218 U.S.P.Q. 865, B7] (Fed. Cir. 1983). Likewise,
Warner-Jenkinson's assertion that its choice of acid permits it 1o
operate at higher temperafures is without merit, as this is also not
part of the claimed invention and there was no evidence that this
produced any substantial functional difference between the 1wo
processes.

Finally, Warner-Jenkinson's argument that there was no evidence
it was using a different acid to barely avoid the literal language of
the claim is irrelevant. Intent to infringe 15 ROl NECESsary . Kewgnee
il Co. v. Bicron Corp., 416 UU.S. 470, 478, 181 U.S.P.Q. &73, 677
40 L. Ed. 2d 315,94 §. Cr. 1879 (1974). The use of an equivalemt
acid is no more than an insubstantial change, and there is substantial
evidence 1o suppor the implied finding of infringement of this claim
limitation.

F. hﬂwwmmmmwhmuﬂm
By Prior Art

%ﬂ:m:lwﬁmﬂhﬁd.wmmmuuguﬂ
thuiupmnm&umhfmgeundﬂuuﬂnuﬁmnfequimmu
hmmcdupummdliunmlmhdbythepﬁurm. In support of
these contentions, Wamner-Jenkinson cites two isolated pH and
pmminmpmrmrﬁnﬂuiﬂtﬂmﬂ'ﬂﬁmﬂ}
whidiplnidlynml:plheﬂilmnbnisrm;ﬁ.mﬁmdnmm
logically inconsistent and legally wrong conclusion that it should be
able to operate within these ranges. Warner-Jenkinson ignores the
dmﬂnumm:puﬂldim-tmiunismmlhlnhmpuﬂmuﬂ
ﬁ,mmmmmmmmmmm
process. e, Read Corp.. 970 F.2d at 245, 3 USPQ. 2d
1433,

mwmhmﬁmmww
Geoffrey & Associates, 904 F.2d 677, 684, 14 U.S.P.Q.2d 1942,
1948 (Fed. Cir. 1990): a “patentes should not be able to obtain,
Mﬂrdnnﬁmnfqﬁﬂmﬁ.mwmmkmﬂmmtt
obtained from the PTO by literal claims.” The test is nof, as
Warner-Jenkinson would have this Count believe, whether or not two
pmiculnlimiu&nm,dhrnmdﬁmutmindﬂurth::hmﬂ
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invention, are found somewhere in the prior art, but rather whether
ar not the entire claim, when read to cover the infringing process,
reads literally upon the prior ar. 1f "a hypothetical patent claim,
sufficient in scope to literally cover the accused product . . . [would]
have been allowed by the FTO over the prior ari,” then the prior an
does mot bar infringement under the doctrine of equivalents.

When the proper test is employed, it becomes readily apparent that
the cited prior art cannot limit application of the doctrine of
equivalents in the present case. A hypothetical claim having a
pressure limitation extending above 400 psig. and a pH limitation
helow 6 clearly, with the other limitations of the Hilen Davis
claims, would be patentable over the British "898 patent.
Patentability is based upon the claim as a whole, Panduit Corp. v,

. CB10F.2d 1561, 1578, | U.5.P.Q.2d 1593, 1605
{Fed. Cir. 1987}, not less than the whole, As outlined in more detail
in the obviousness discussion hereafier, many of the other limitations
in the claim are not present in the British patent.

Warner-Jenkinson also argues that this is a crowded an. Haov sver,
even if true, this does not change the fact that the breadth to be
afforded an invention under the doctrine of equivalents is within the
provinee of the jury, Sin Studs, Inc. v. ATA Equip. Leasing, [nc.
871 F.2d 978, 987-8, 10 U.S.P.Q. 2d 1338, 1346 (Fed. Cir. 1989)
In the present case, there is substantial evidence to support the jury's
finding of equivalence.

G. Dependent Claims 1, 3, 13 And 14 Are Infringed
Since claim 1 is infringed, it is irrelevant to a finding of liability
whether the dependent claims are infringed. However, there was
substantial evidence to support a finding of infringement of claim 2,
ﬂmmmnpuumhy:wnpcmmummﬁduudmmt
Warner-Jenkinson membrane Was a polyamide based upon the
material's chlorine sensitivity, pH range, stability, toughness and
long life, as well as the demonstrated split between concentraic and
flows in the Wamner-Jenkinson process which was typical
of a polyamide membrane. A401-3; 545-6; 548-9; 587-B. That
evidence was not refuted.  See, Symbol Technologies, fnc. v.
Opricon, Inc., 935 F.2d 1569, 1574-5, 19 US.F.Q. 2d 1241, 1245-6
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(Fed. Cir. 1991) (Expert’s testimony sufficient 1o establish prima
facie infringement case).

There was also substantial circumstantial evidence that the Wamer-
Jepkinson membrane was 3 polyamide. AdD4-T: 548-9; 1555; 2612;
3014-31.

H. Cmﬂtdu-ﬂ*hﬂthwzﬂhuh Support The
Jury's Special Verdict Of Infringement

There is substantial evidence of record to support the jury's factual
finding that the Warner-Jenkinson process contains literally or the
functional equivalent of each of the disputed claim limitations.
Whether Wamner-Jenkinson's process Was *totally independently
developed” is irrelevant. and there is substantial evidence 1o show
that it was not. The infringement finding is fully supported by the
evidence and should not be disturied.

V. Warner-Jenkinson Failed To Prove The Cook Patent Iovalid

A. While The Legal Conclusion OF Patent Invalidity 1s One Of
Law, That Conclusion Is Based On Factual Findings

While the ultimate conclusion of obviousness is one of law, that
conclusion is based upon factual findings. Ashland Oil, Inc. v. Delta
Resing & Refroctonies, Inc. 776 F.2d 281, 291, 227 U.S.P.Q. 657,
662 (Fed. Cir. 1985). The existcnce of factual findings and legal
conclusions necessary o Support the verdict reached by the jury i

1 unre i ¥ kLRl ST P T

Corpararion, 739 F.2d 604, 607, 222 U.S.P.Q. 654, 656

cmmuunmmmrm

Warner-Jenkinson's argument is based on 3 fauley premise: Hilton
Dravis has not ':huhndm:sipﬁfmnlbmthmdpmrt
as critical to the operation of the ulirafiltration process.” Hilton
Davis has never, including before the PTO, said that these operating
conditions were "critical,” During prosecution, applicants argued
llm“lh'pm-:eﬂdii:lnudhjrﬂ-mhﬂ. al. is submitted to be s0
totally dissimilar, in all its critical parameters, 1o the present process
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that the Booth process is in no way Suggestive of the present
invention.~ A21%53. Thus, Hilton Davis argued that Booth had
“critical parameters” which were tofally dissimilar 1o the Hilton
Davis process. Hilton Davis specifically noted that “the only feature
the claimed process has in common with the Booth process is that
both processes relate to the ultrafiltration purification of colorants
used in foodstuffs.” A2153. Hilon Davis distinguished the Booth
process on the combination of four differences: the enormous
difference in molecular weights of the materials 1o be separated, the
addition of salt in the Booth process, the substantial difference in pH.,
and the substantial difference in pressure. See, Read Corp., 970
F.2d at 824-5, 23 U.S.P.Q. 2d 1433

None of the alleged “evidence™ relied on by Wamner-Jenkinson
establishes “abandonment” of the “significance of both pH and
pressure.” The evidence showed that the pH and pressure remain
important to the patenied and infringing processes for the reasons
noted above. 1t remains true that a pH oo high will adversely affect
the membrane and the final product, while a pressure 100 low will
prevent separation of the impuritics. There was substantial evidence
io show that these operating conditions remain imponant to the
overall functioning of the process, and have pgver been
~disavowed.” Al64; 228-32; 360-1; 364-3; §35-6; 1161-2; 1166:
1295-6; 1472-3.

C. Cook And Rebhahn, Not Osmonics, Invented The Patented
Process

Warner-Jenkinson asserts that if there is a patentable process, then
Osmonics inveniad it and not Hilton Davis, citing 35 U.5.C. § 101.
Apparently, Wamer-Jenkinson challenges the jury’s factual finding
of Special Verdict 2 (A2016), but not the facrual finding of Special
Verdict 4 (A2017Wwhich relates to coinventorship).  Further,
nowhere, does Warner-Jenkinson state who ai Osmonics it considers
to have ipvented the process, SVEn thoagh it is axiomatic that only
individuals, and not companies, can be inveniors. ATC.F.R. § 141

Warner-Jenkinson also argues that neither Cook nor Rebhahn were
inventors.  However, a trial. Warner-Jenkinson  specifically
stipulated that Mr. Gach. the only Osmonics employes who

3l



participated in the Hilton Davis project, was nor an inventor of the
patented process. A1248-31. Warner-Jenkinson is now estopped 1o
say otherwise. Warner-lenkinson's own patent law expert admitted
at irial that Rebhahn made an “inventive contribution.” A1304-5.
Moreover, Warner-Jenkinson has never mentioned any individual,
other than Rebhahn and Cook, who might be considered an inventor,
and therefore the only conclusion can be that they are the only [rue
invEnIoTs.

Despite this gaping inconsistency in Warner-Jenkinson's argument.,
it is well-settled that the named inventors in a patent are presumed
valid, and claims of improper inventorship are “subject to the closest
scrutiny.- Amax Ely Ath Corp. v. United Siates, 514 F.2d 1041,
1047, 182 US.P.Q. 210, 215 (Ct. C1. 1970); Gurrent Corp. V.

' , 422 F.2d 874, B30, 164 U.5.P.Q. 521, 526 (Ct. Cl.
1970), In Special verdicts 2 and 4 the jury found Cook and Rebhahn
10 be the proper inventors. A2016; 2017, As this Count has stated,
*[t]o the extent that conflicting viewpoints were presented to the jury
[on the question of invermorthip]. that was within the province of the
jw....mm:wMMmeﬂhﬂnmﬁu
jury could have found that the inventors were correctly named.”

. 758 F.2d 613,
624, 225 U.5.P.Q. 634, 641 (Fed, Cir. 1985). Thus, inventorship
is a factual determination. Jee. alio. Amex Flv Ash Corp., 514 F.2d
at 1049, 182 US.P.Q m 213 On appeal, this Court “must accept
the factual findings, presumed from a favorable jury verdict, which
are supported under the substantial evidence/reasonable jury
standard.” mumdm_ﬁmmm 864 F.2d
767 765, 9 U.5.P.Q.2d 1417, 1423 (Fed. Cir. 1988). In the present
case, substantial evidence, when considered in light of the proper
hplnmd::d,duﬂrurppnmth:j.uq':ﬁndhlnfwupﬂ
inventorship.

In. determining the question of inventorship, the threshold question
must always be who conceived the tnvention.
10 !.I.S.P-ll:'.'.d 1143,




&02 F.2d 1367, 1376, 231 U.5.P.Q. 81, 87 (Fed. Cir. 1986). The
conception must also be of the invention defined in the claims. ATHE
Elv Ask. 514 F.2d a 1048, 182 U.S.P.Q. at 215, and the claimed
nvention comsists of the preamble in combination with the
improvement when the clams are in the Jepson format as in the
present Case. nc, v i , 776 F.2d 309,
315, 227 U.5.P.Q. 766, 770 (Fed. Cir. 1983).

As discussed above, the evidence proved that Rebhahn and Cook
conceived the invention: a reduced cost commercially viable
continuous process for purifying 1o FDA cerifiable quality and with
low dye loss FD&C Red 40 and FD&C Yellow 6 directly from the
coupling solution using membeane separation technology by
separating molecules of very close molecular size, while eliminating
salting out altogether. The actual specific dye synthesis process
contained in the preamble clearly was not ipvented by anyons al
Osmeonics; however it clearly war a part of the process conceived by
Rebhahn and Cook. Further, Cook and Rebhahn conceived the basic
egsence of the invention: procesding directly from a specific
coupling solution, containing a specific dye as well as a narrowly
defined set of impurities, 1o spray drying of an FDA cenifiable dye
by utilizing a membrane separation Process. It is proper in
determining questions of conesplion to consider the gist Or essEnce
of the invention. Perkin-Elmer Corp. v. Westinghouse Elec, Corp..
8§22 F.2d 1529, 1533 n8. 3 U.5.P.Q.2d 1321, 1325 n.B (Fed. Cir.
1987y, There was no evidence presented at trial that anyone at
Osmonics conceived of the patented process. Thus, the jury's
implied finding that Cook and Rebhahn alone conceived the invention
is supported by substantial evidence. Jee, alro, A152-3, 168-9, 179,
|82, 185-90, 209-10, 226-7, 350-60, 346, 408-9, 414, 428, 436,
502, §05-7, S11, 1204-7, 1256-T, 1270, 1304-5, 1316-8, 132649,
1357-85, 1390-3. 1399-1400, 1405-7, 1412-1430, 1441-2, 1445,
1459-62, 1467-9, 1491, 1496, 1438, 1507, 1509, 1516, 1521, 2B41-
86, 2893-2094, 3091-3106. 3108-3150.

Once the process had been conceived, Cook hired Osmonics only
to evaluate the feasibility of the conceived process. Al452. Onece
conception has taken place. “[aln invenior 'may use the SeTVices.
ideas, and aid of others in the process of perfecting his invention
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without losing his right to a patent.’” Shanerproof Glais. 758 F.2d
al 624, 225 USP.Q. u &l An inventor need not himsell
undertake all the steps necessary 10 reduce the invention to practice
in order to be an inventor. Idacon, Inc. v. Central Forest Products,
Inc,, 3 U.S.P.Q.2d 1079, 1088 (E.D. Okla. 1986). In addition, 3
person who merely follows the instructions of another in performing
experiments is nof an inventor.  Consoligdared Aluminum. 10
U.S.P.Q.2d m 1172, 1f the rule were otherwise, then the named
\nventors on many patents would become an endless litany of every
laboratory technician and assistant that ever performed work on a
project that ultimately resulted in a patentable invention. The patent
law contemplates on “inventor® as one who makes an "inventive
contribution,” not one who merely follows the instructions of another
as a “pair of hands.”

Hilton Davis hired Osmonics to test dye coupling solutions
prepared and furnished by Hilion Davis. A1205. Dr. Cook set all
of the objectives and specifications for the testing, including the
ummﬂnhumm:pmanmrmuv:.mmuiMdyc
pm-lqr.mn:puhled}tlmlﬁeh.uupHmummherunu. and
all of the other criteria for the claimed process. ALBT; 505; 1204;
1207 1327; 1341; 1367; 1381-3; 1461-2. The evidence also showed
that Osmonics had never purified dyes to the level of purity required
by Hilton Davis, and even lacked the capability and equipment
necessary o evaluate whether or not the process actually achieved
Dr. Cook's objectives. ALTH. 187; 189; 1330; 1342-3; 1445; 1496,
Truukﬁmnnmmluimumwhﬂmrnrmrhuptmmuﬂy
achieved what Rebhahn and Cook had conceived was made by Cook,
and not anyone at Osmonics. A1270; 1330; 1332; 1334; 1369.
Thu,lhtmhunliilwidmuumﬂwumutm‘:mnlyuﬂmﬂ
the “services, ideas and aid” of Osmonics in perfecting his and
Rebhahn's invention. Shamerproof Glass. 758 F.2d m 624, 225
U.5.P.Q. at 641, The jury correctly found that that enlistment does
mmmmmmmﬂuﬂudhmhninm“ufm
patented process.

Finally, the failure nfuu:ﬂtucuunimulnn‘nipi:ﬂiume

itti miniumlhﬂﬂnrmnmimmn. ‘Reiliv v
Morse, 56 U.S. (13 How.) 62, 109, 14 L. Ed. 601, 622 (1854). In
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the presemt case, Osmonics’ president testified that no elaim had been
made by Osmonics 1o inventorship, even though he also stated that
it was imponant that Osmonics retain the right to its own technology.
A1193; 1203, Here, 100, industry custom would not have considered
anyone from Osmonics an imvemor. A1370, Thus, this evidence
further supports the jury's factual conclusion that Rebhahn and Cook
are the enly true inventors of the Hilion Davis patent.

D. Wamner-Jenkinson's Prior Work Does Mot Affect The
Presumed Validity Of The Cook Patent

It is irrelevant whether Warner-Jenkinson's prior work qualifies as
legal prior arl because it is distinguishable from the patented
invention. As described above, the 1982 Wamer-Jenkinson dye
solution resulted from a redissolved salted-oul press cake, and did
not directly use the coupling solution. Also, the test was not
successful, Thus, Wamer-Jenkinson had no actual reduction o
practice. which requires that the process be embodied in a physical
form sufficient to demonstrate that it will work practically for its
intended purpose. Tomecek v. Stimpson, 513 F.2d 614, 617-8, 183
U.S.P.Q. 235, 238-5 (CCPA 1975); Kimberly-Clark Corporation v.

, 745 F.2d 1437, 1445, 223 U.5.P.Q. 603, 609
{Fed. Cir. 1984). A reduction to practice is necessary 1o qualify as
§ 102(g) prior art. Kimberly-Clark, 745 F.2d at 1444, 223 US.P.Q.
at 606,

Warner-Jenkinson's work also does not qualify as § 102(g) prior
art because it was abandoned, suppressed or concealed. No sieps
mukmmnukzuwmw:upuhliﬂyhmm.mhuﬁliml
patent application or using the invention publicly. Lucker v. Plet,
B43 F.2d 1364, 1366, 6 US.P.Q. 2d 1370, 1371 (Fed. Cir. 1988},
cifing Correge v. Murpiy, 705 E.2d 1326, 1330, 217 US.P.Q. 753,
756 (Fed. Cir. 1983), Since Warner-Jenkinson did nothing with its
pmﬂt!iurmruuﬂ:hmyun.udinﬁnwnm.lhmis
an inference of abandonment. nwwhnnrmmlnmiwm:h
musi be drawn in Hilton Davis’ favor. Lugzker, 843 F.2d a1 1367,
6 U.S.P.Q. at 1371; Toth v. Yoder Company, 749 F.2d 1190, 1194
(6th Cir. 1984); I . 121
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F.2d 1540, 1530, 6 U.5.P.Q 21277, 1284 (Fed. Cir 1983} (Law
favors one wivd publicly discloses process over one whi conceals ith

E. Warner-Jenkinson Failed To Prove The Cook Invention
Dbvious

1. mmm'lncnun'l:nrr!cﬂrlmrpnmﬂThrswprm
The Claim

warner-Jenkinson accuses the Trial Coun and the jury of reading
limitations from the specification into the claims. However, the
specification can be ysed to ascertain the scope and meaning

" ; . TR

Corp., 845 F.2d 981, 987. & U.5.P.Q. 2d 1601, 1604 {Fed. Cir
1988). McGill, Ing. v. John Zink Co.. 736 E. 2d 666, 674, 221
U.5.P.Q. 944, W49 (Fed. Cir. 1984). Each of the limitations argued
by Warner-Jenkinson appears in the claim; the only issue was the
meaning of those limitations, 2 factual inquiry resolved by the jury
and the Trial Court, The extrinsic evidence properly inerpreted what
was meant by the claim language. Intervet America, [nc, v. Kee-Vesi
Labpratories, Inc.. 887 F.2d 1050, 1053, 12 US.P.Q. 2d 1474,
1477 (Fed. Cir. 1989). Further, although claim interpretation is
ultmuly-qumbunnfhw.incuam::ﬂnpmmm
involving complex scieniific principles and conflicting expent
iestimony, an underlying facual question is created. and due
deference must be given to the decision of the jury and trial judge.
w&ﬂ:ﬂm 045 F.2d 1546, 1549-52,
20 U.S.P.Q. 2d 1332, 1336 (Fed. Cir. 1991} Howes v. Medical

. B14 F.2d 638, 843, 4 11.5.P.Q. 2d 1271, 1273
(Fed. Cir. 1987). The implied finding in Hilton Davis' favor
concerning the meaning of disputed claim language is suppornted by
mhsmtill:viﬂmud:}nuldmh:dmtﬂintMpmmcm.

[ ™ mmﬁmwhmﬂmm

Wmu-mmﬁﬂﬁedlhﬁm not limited 1o FD&C
dyes centified by the FDA. One of the key objectives of the patented
umummmumﬂmm FDA
certification. A221-2; 378-% 381: 383, This objective is clearly
stated in the specification. A2|73-5 (col. 4, lines 19-23, col. 3, lines
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63-64, col, 2, lines 31-34). This punity requirement {s expressed in
the clams by the two limitations. “substantially all said impurities
have been removed from said concentrate” and “recovering said dye
in approximately 90% punty from said concentrate.” Further, in the
claim, the required removal of impurities s evidenced by “their
essential absence in sad permeate.” *Impurities” refers o organic
compounds (e.g., Schaefler's salt. PSCA) and inorganic impurities
{inotganic salis). A3TE  The language “substantially all said
impurities” refers (o removing impurities necessary to meel FDa
specifications. A3T9. All of the examples given in the patent for
FD&C Red 40 and FD&C Yellow 6 are defined in terms of levels
of impurity necessary 10 mest FDA standards, and nowhere is there
any reference 1o an FD&C Red 40 purity level other than in terms
of the FDA requirements. A221-1; 225 379-80; A2176-7 {cols. 9,
10, 123, The language “approzimately %1% purity” refers not 1o the
impurity level, bui rather to the amount of pure color, b.e., the dye
iself. A3&1: 1301, Warner-Jenkinson's expert admitted that purity
was a “key” to the proceas AR24

Finally, Wamner-Jenkinson admits that the chemical formulas
recited in claim | for the dyes a1 jssue are “FD&C Red #40° and
“FD&C Yellow #6.° (Addendum Exhibit C to Appellant's Brief.)
The evidence is undisputed that an FD&C dye is one certified by the
FDA. This evidence is clearly sufficient 1o Support an interpretation
that the claims are limited 1o dyes having purity levels sufficient to
meet FDA certification.

b, The Cook lovention Eliminates The Prior Art "Salting-
Out" Step

Wamer-Jenkinson argues that the claims cover dye solutions which
are directly ulirafiltered and produced from a redissolved press cake
formed by salting oul. poIMIng 10 elimination of the word “directly”
in the CIP claims as filed.

Claim 1 as originally filed read “direcily subjecting the reaction
mixmure resulting from said coupling 1o ulirafiltration.” A 1890; 2041,
In the CIF application, that language was changed to read “subjecting
an aqueous solution of the reaction mixture resulting from said
coupling . . - 1@ ultrafiltration.”  There is no evidence why this

3



change in language was made; cerainly it was pot made in response
to avold prior an. Thus. we “cannot speculate on the reasons for the
|change]; we <an only interpret the clear language of the claims as

» v 919 F.2d 1558, 1563,

lines 14-18, <ol. 7, lines 55-5T). Moreover, Booth was
distinguished jater @lig, on the basis of eliminating the steps of
salting out and the addition of sali. Thus, the addirion of salt, as
speculated by Warner-Jenkinson, would make no SEnse in the

which is intended 10 remaove salts. A247; 2151-6;
3164-6. Consequently, it 1s 2 reasonable inference that the word
=directly” was dropped as mere surplusage. since the term is nol
necessary if the reaction mixmre resulting from the coupling itself is
being direcily subjected 10 alrafiliration.  Obviously, with an
imuv:mnssﬂﬁng—uﬂmp.ﬂm: would be no way for an "agqueous
solution of the reaction mixfure resulting from said coupling” to be
subjected 1o ulrafiliration. Moreover, claim coverage for a process
which incorporates salting out, in combination with the other
lirnitations, was clearly surrendered during prosecution because of
the ugumsmﬂ:mdhﬂnguhhw:: Booth. Thus, this case falls
mﬂywimmmmurwmwm
rcjnmdlhtugmm:hu:ﬂaim:hmndhe read broadly 1o cover
mdisclmdnﬂmdm.nhﬂtmenfﬂmrmﬁudinmum
clearly surrendered during prosecution. 939 F.2d at 1563, 19
U.5.P.Q. ar 1504.

Further, there was wummshnwmmutdy: industry, the
'm:timmj:nnt‘mmrh:mimmdmm:mﬂimukﬁplm,
nﬂllﬂllﬂiﬂﬂﬂfﬂj’tlfﬁi:hﬂhmnllﬂimntmwﬂ.
A484-5. Probably most probative, is the testimony of Wamner-
Jmkimun‘u:ptnmlmi.ﬁndthﬂlh redissolving of a press cake
was mof included as pan of Claim 1. AB3D.
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3 Warner-Jenkinson Failed To Prove The Cook Invention
Obwioiis

a. Warner-Jenkinson lgnores The Invention As A Whale

Warner-Jenkinson ignores the requirement that obviousness is
judged of the claimed subject mater as a whole based upon the four
Graham factual findings. Ashland Qil, Inc. v _Delta Resing and

ies nc.. 776 F.2d 281, 291, 227 U.5.P.Q. 657, 661-3
iFed. Cir. 1985). Further, both the Trial Count and the jury found
that Warner-Jenkinson had not proved the claims invalid; thus, the
existence of factual findings and legal conclusion necessary to
suppon the verdict reached by the jury is presumed.  Bio-Rad

' v, Ni 1 jon. 739 F.2d 604,
507, U.5.P Q. 654, 656 (Fed. Cir. 1984). Wamer-Jenkinson must
ghow either that the jury's presumed findings are not supported by
substantial evidence, or that the legal conclusions implied from the
special verdict cannot be supported by those findings. [bid.

b. The Scope And Content OF The Prior Ant

The scope of the prior an is that reasonably pertinent to the
particular problem facing the inventor. Li '
GmBH v. American Hois and Derrick Co., 730 F.2d 1452, 1460,
721 U.5.P.Q. 481, 487 (Fed. Cir. 1984); ¥ '
Corporation. 713 F.2d 1530, 1535, 218 U.5.P.Q. 871, 876 (Fed.
Cir. 1983). The problem facing the Hilion Davis imventors.
described above, was the development of a reduced cost
commercially viable comtinuous process for purifying o FDA
certifiable quality and with low dye loss FD&C Red 40 and FD&C
Yellow 6 directly from the coupling solution using membrane
separanion technology by separating molecules of very close
molecular size, while eliminating salting out altog . The prior
art simply did not address that specific problem.

€. The Booth Patent Is Substantially Different From The
Hilton Davis Invention

As noted above, Booth was distinguished during prosecution and
at trial on the basis of the combination of four primary differences.
The pH and pressure factors have been discussed. [t should be
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noted, however, that Warner-Jenkinson mischaracterizes the
testimony of Dr. Cook that pH had minimal effect on the operation
of the process. The evidence. cied above, noted that while pH per
¢ would not effect molecular separation, it Was an important factor
1o preserve the stability of the membrane. Booth’s high pH would
have destroyed the membrane in the patented process. Al4R.
Similarly, the patented process would not work at all with Booth's
low pressures. A2S3.

Warner-Jenkinson argues that there is nothing in the claims which
excludes the addition of salt. However, the arguments made o
distinguish over Booth clearly place that limitation in the claim, as
Warner-Jenkinson admits. Appellant’s Brief, at 43. Moreover, the
remaval of impurities as expressly required in the claim is antithetical
1o the addition of more impurities, such as salt. Also, as noted
above, the limiting language “subjecting an aqueous solution of the
reaction mixrure resulting from said coupling” clearly precludes, to
one of ordinary skill in the art, the addition of salt through a separate
salting-out process.

Finally, Warner-Jenkinson concedes that the difference in
mhnﬂuilunfmeﬂmhuﬂwmdpmﬁmh:mjur
difference. The problem was separating dyes from impurities of very
close molecular size, a problem not present in Booth.*
Consequently, differentiation was much more difficult and required
significant tradeoffs, particularly with respect to the elusive
Schaeffer's salt impurity.

d. mwmhwmﬂmrm
The Hilton Davis Invention
Thuprimmwm:dmum:wmuHmhruu
examiner during prosecution, and is described in the patent
specification. A2047, 2144, While this Bulletin contains broad

! Booth deali with “polymeric colors® having molecular weights of
thousands to hundreds of thousands; FD&C Red 40 and FD&C
Yellow 6 have molecular weights of 400.500. AZ45-6; 456; 1280,
2111-70.
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- recommended” operating conditions for various membranes, 1t does
not describe or suggest their use in coaneclion with the purification
of food dyes, or any similar material. A267. Nor is there any
suggestion of the particular combination of membranes or parameteTs
which eould be used in an operational food dye purification process
of the type claimed in the Hilton Davis patent. A1318, Obviousness
cannot be established by combining the weachings of the prior am
produce the claimed invention, absemt some teaching. suggestion or
incentive supporting the combination. Carellg v. Starlight Archery

i . 804 F.2d 135, 140, 231 US.P.Q. 644, 647 (Fed.
Cir. 1986). Warner-Jenkinson failed to carry its burden to show
there was some suggestion in the Bulletin to combine its teachings
with other prior art to produce the specific process claimed by Hilon
Davis, particularly for the fypes of dyes and impurities involved. In
particular, there is nothing in the Bulletin 1o suggest a membrane
which would achieve the types of tradeoffs considered by Dr. Cook
to result inﬂ::chinudpmmw::hhw;mpuhl:dycmmm
and impurity passage. In fact, the Bulletin teaches away from the
Hilton Davis invention by suggesting membranes with high salt
rejection (38CA, STCA) and [ower maximum pressures (30CA, 300
PsIg)-

mu:rhls.uﬁ;himhﬂumnymmluﬁmn. and the inability of
hoth Hilton Davis and Wamer-Jenlunson o produce acceptable
results using, even with Oksmonics’ participation, information from
the Bulletin, Al184; 277; 4256 553.8: 692: 1268; 1332; 303345

failure of others, particularly the alleged infringer, to find a feasible
mmmmlmmmpmmnmmﬂmu—
nb"-'iums. = TR I '.'._ ks aaiet LT J-: P14 9-“5 F
24 §21, £35, 20 USP.Q. 2d 1161, 1173 (Fed. Cir. 1991): [nre
Pigsecki, 745 F.2d 1468, 1475, 223 U.S.P.Q. 783, 790 (Fed. Cir.
1984). [Even Osmonics. & supposed “expert” in the field, was
p;rﬂad'ﬂtijiltunDlﬁshldlmlbl: results, but Warner-
Jenkinson did not using Oismonics membranes. A30ES.
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¢. The British Patent Is Substantially Different From The
Hilton Davis Invention

The British patent is nearly identical 1o the South African patent
considered by the PTO, both resulting from related work by Ciba-
Geigy. Warner-Jenkinson's expen also admitted that the British and
Booth patents were fundamensally very similar to each other. ABOG.
Consequently, Wamner-Jenkinson’s burden to show invalidity was
more difficult to mesl. Bausch & Lomb, Inc v, Bamnei:
Hind/Hydrocurve, Inc.. 796 F.2d 443, 447, 230 U.5.P.Q. 416, 419
{Fed. Cir. 1986). The heavy burden of showing the British patent
il-mnrtpmﬂnﬂﬂthmlh:pﬁnrmmmid:mdbrumﬂﬂhumt
been overcome. | ' '

Song, Inc., 725 F.2d 1350, 1360, 220 U.5.P.Q. 763, 770 (Fed. Cir
1984).

1t is also noteworthy that seven years later, Ciba-Geigy still had not
solved the basic problem addressed by the British patent, as
evidenosd by the later South African work. The goal of the British
process was Lo remove excess salt to insure that the textile dyes did
mmutmnmat.nﬂmmmpuﬁﬁrm:dyt to high purity
‘evels as with the Hilton Davis invention. The processes described
ins the British patent hlulnwilhlprﬁlﬂk!pmdmndhynllhEuul
(adding additional salt to the dye solution), which was then
mdismlvdmprM;aumlnnﬂkhwu subjected 10
alrafiltrasion.  A139-41; B27; 835-7, 841:2; B44.5; 2362-2376
{examples 1-52). This is the antithesis of the Hilton Davis patent
which eliminates the salting ous step., and deals with a solurion. The
British patent suggests proceeding from the coupling solution paly
where the dye cannot be salied out except with extrems difficulry w
pmduunpfﬂluh;mhhuﬂlm:&ﬂ 40 nor FD&C Yellow 6 is
difficult to salt out. A270; 454; 2364. And, this example described
~a printing pastg for printing paper” of unspecified purity, not a high

mmmhpﬂmmmﬁilmmvilmmmnwhi:h
involved dyes gasily salied oul. Further, the Hilton Davis Process
wmmﬂwﬂhﬂﬂmmmmyﬂmm:ﬂm
purifying the dyes to specified purity levels, Seg. Lindemanh
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. , ” : ‘ ;
F.2d 1452, 1460, 221 U.S.P.Q. 481, 487 {Fed, Cir. 1984).

The British patent also does not teach purifying to high levels of
purity, but only of achieving a “purifying effect” of unspecified
purity. There is a substantial difference between a " purifying effect”
and “purity,” the former referring (o how much imparity is removed,
the latter to the end result of purification. A271; 486-90; 4923,
£43.5; BAT; BSD; 1447-8.

The evidence also showed that the wide generc membrane pore
size and pressure ranges would not work for separating impurities
fram the dye in the Hilion Davis process. AdRE-T.

The subsequent Koll patent 1zaches thal the process described in the
British patent “has the disadvantage that severe sedimentation of the
dyestuffs occurs in the flow channels of the membrane separation
equipment and blockages anse.” A308B (cal. 1, lines 48-51). This
showed the British process dealt only with dyes that were sparingly
soluble or insoluble in water, as distinguished from the claimed
~aqueous solulion of the reaction minture.” Further, Kull shows the
British process didn’t work, since it produced a dispersion of 4
suspension which was rurbid, seiiled out, and blocked ithe
membranes. AT729%, 744, B30 §33; 1529-30; 15634, 1573; 1577,
1579-80, 1585, 15934 These defects in the British patent fail to
suggest, but rather teach away from, the Hilton Davis invention.
Symbol Technologies, [nc. v Opticon, Inc.. 935 F.2d 1569, 1577-8,
19 U.S.P.Q. 2d 1241, 1248 (Fed. Cir. 1991} '

] _ T6 F.2d 281, 299, 117

. 130

U.5 P.Q. 657, 672 (Fed. Cir. 1985).

Basically, Warner-Jenkinson argues it would be "obvious to ry”
the British approach. That standard is pot the test for obviousness,
Hodosh v_Block Drug Co., 786 F.2d 1136, 1143, n.5. 229 US.P.Q.
182, 187, n.§ (Fed. Cir. 1986).

f. There Is No Separate "Starting Material® Or
"Hmu'l:ﬂ\’llm'Tml-'urmﬂmnﬂ

Warner-lenkinson argues the claims are gbvious because the
staning material it old, and the claimed rl.lﬁﬁmrﬂilpﬂtpﬂnlm.
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These arguments do not provide an independent basis for determining
chviousness - Graham remains the touchstone,

Further, contrary 1o Warner-Jenkinson's assertion, the differences
h:rw:mutchmbipmuﬂﬂupﬂutm comprise more than
just the selection of the specific starting materials. In determining

'nmnfnhvimunm,mmhjmmnnumw:mmmam:
must be considered. 33 U.5.C. § 103, Obviousness Must also be
examined in light of the problem facing the inventor. Northern
MMJMM, 0% F.2d 931, 935, 15 US.P.Q.
2 1321, 1324 (Fed. Cir. 1990). Rebhahn and Cook were looking
for a process that would eliminate the costly salting-out step, and
there is simply nothing in the prior ar which would render their
claimed process as a whole obvious.

Warner-Jenkinson has correctly stated that mere selection of 2
starting material, by itself, is not pateniable invention. Itz reliance
on and similar cases, however, is clearly misplaced.
As this Coun recently stated:

Suﬂi:eitmu}-th::wednnmrqudmdmummnriry
mmjtu:snbviuumr}'nmdmdnlﬂmmdimmmnlﬁ
tvpe of process, such as mixing, reacting, reducing, etc.
ﬁmmmuﬂin-dmmmmwﬂfmmmuu
obmiudﬂmrq&m,mmh:mmidﬂduwawiﬂlw
:puiﬁ:mhutnrth:pmms.ln:lumfutﬂmmwwnld.
wmunrmﬂvim.mmmmwdnrmﬂtﬁmw:
mmmwmmmw. rather than
conclusive indicators of the obvipusness or nonobviowsness

pmdn:ummwlwdipmﬁutﬂmkulhtpmma
nodobvious. Sur:hminmiamrul:ﬂmysludingmth:
opposite conclusion 1s also not the law.
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[n_re Ditlon, 919 F.2d 638, 695, 16 U.5.P.0Q. 2d 1897, 1903 (Fed
Cir. 1990). Even Durden recognized that the evidence must be
considered on its own facts and for the “subject matter as a whole”.
263 F.2d ot 1410, U.5.P.Q. at 362. Thus, the fact that old starting
materials are being utilized does not, by itself, render a process
obvious. All of the materials and results, as well as the nature, of the
claimed invention must be considered. When that proper legal tesi
is applied. the Hilton Davis invention is not an obvious one.

Furthermore, the fact that the claimed numerical ranges may
arguably overlap those shown in the prior art, does not change the
fact that it is the claimed process a5 a whole which must be
considersd.  Focusing on the obviousness of substitutions and
differences. instead of the invention as a whole is a legally improper
way 1o determine obviousness. Gillette Co. v. 5.C. Johnson & Son,
Inc,, 919 F.2d 720, 724, 16 U.S.P.Q. 2d 1923, 1927 (Fed. Cir.
1990). The prior ant discloses many different ranges, all unique to
particular applications and materials, Where the prior arn gives no
indication of which of many possible choices are likely o be
successful, an "obvious to try” siruation is presented, [n re O Farrell,
853 F.2d 894, 903, 7 U.S.P.Q. 2d 1673, 1681 (Fed. Cir. 198R),
which is an impermissible standard for determining obviousness.

Warner-Jenkinson's statement that Hilton Davis did not prove any
unexpected results is equally erroneous, as such a requirement would
improperly shift the burden of proof. There is simply no
requirement that Hilton Davis show any new and unexpected resulis,
nor miast such even exist for the claims of the patent to be valid.

1 i [ LTS5 F.d
1350, 1360, 220 U.S.P.Q. 763, 771 (Fed. Cir. 1984).

3. The Jury Impliedly Resolved The Factual Issuc Of The
Level Of Skill In Hilton Davis’ Favor

Thelm‘infnrdinlr}rlhllmmtmislﬂmﬂquminn. Bk
Manufactyring Co, v, Nu-Star, Inc.. 950 F.2d 714, 718, 2I
U.5.P.Q. 2d 1053, 1057 (Fed. Cir. 1991). The substantial evidence
:hnwnﬂﬂ:ltlhl'm*hﬂnpltﬁﬁuﬁuﬁnffﬂuddj‘ﬁmmh
unifuhhmmw.wmuwnﬁminumﬁcultth:ﬁn:ufm
Hilion Davis invention typically had an advanced degree in
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chemistry, a minimum of several years experience, but very little
experience in ultrafiltration or similar processes. AlT8; 319-20;
414. 553, Moreover, even if the person of ordinary skill is defined
as one involved in membrane technology work, that person would
not have been familiar with the specific problems of purifying 3
concentrated dye solution to remove the unreacted starting materials
and impurities present. AS5534.  Thus, there was substantial
evidence o support the level of skill advanced by Hilion Davis
implied from the jury's conclusion on non-obviousness.

4. There Are Substantial Objective Indicia Of Non-
Dbl ousness

Warner-Jenkinson ignores the substantial objective indicia of non-
abviousness in this case, some of which has already been discussed.
Both parties’ dyes made by the patenicd process were significantly
commercially successful, both parties had realized a substantial cost
savings, and no other U.5. manufacturer produced food dyes by any
other method.  A113-5; 186, 622; 1002-4; 1070-1; 1151; 3223,
Commercial success is a strong factor favoring non-obviousness.
A RS nfErmeaongl | rose CommLiiio., m F.2d 1471,
1481, 1 U.5.P.Q. 2d 1241, 1246 (Fed. Cir. 1986), particularly when
compared to the unsuccessful prior processes e.g., Booth. WM
el A R TR AARFUERGITY, SE HIE -".F-'a'-l'!'.rn' 1261,
1266 , 221 U.S.P.Q. 25, 28 (6th Cir. 1983).

There was a long-standing need to eliminate the salting-out process,
which had not previously been solved by Dynapol, Warner-Jenkinson
or anyone else. Warner-Jenkinson's expert admitted in 1985 that
“few, if any, commercial applications” had been found for the
generic type of process practiced by Hilton Davis and Wamer-
Jenkinson. Contemporaneous publications of Osmonics failed to

mfﬂtmuhmpuﬁummmmrhmim.mhllfm
of wide variation in feed materials.” A177; 293-5; 325-7; 708, B54-
7. 2608-33; 2996-7; 3023-31; 3237. Solving 4 long-standing
problem in an industry is a strong indication of non-obviousness.
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See. v r ' . 953
F.2d 1360, 1370-1, 21 Us.pQ 2d 1321, 1329-30 (Fed. Cir.
1991).

The failure of Warner-Jenkinson and Hilon Davis initially to
schieve a successful process is also evidence of non-obvipusmess.
MW-MF-N 821, 835,
M U.S.P.Q. 2d 1181, 1173 (Fed. Cir. 1991). Further, there was
evidence thar Osmonics had supplied Hilon Davis’ information 1o
Warner-Jenkinson to make its process viable, as noted above.
Copying by an alleged infringer can be an objective indication of
non-ohy EOUSess. ¥ .
727 F.24 1540, 1546, 221 US.P0Q. 1.7 (Fed. Cir. 1984).

The unpredictability of membrane  purification  was also
demonstrated by the failure to successfully process similar dyes, such
as Blue 1, even though itwuumﬂ;llhtlhi:mnwldh:mm
to p:mﬂunFD&ERnd#ﬂhﬂ:lwtnfiuhmudﬂmlﬁulz.
Both Hilton Davis and Warner-Jenkinson were unable to successfully
process this dye. demonstrating (as in the case of the British process)
that not all dyes can be successfully subjected 1o ultrafiliration.
A211-3; 297-B; 1027-8; 3046-67.

5, The Jury's and Court’s Conclusion Of Non-Obviousness
Is Correct

In this appeal, Warner-Jenkinson has failed to show, clearly and
coavincingly, that this Court should reach a conclusion on mon-
obviousness any different from that arrived by the District Count or
the collective judgment of the eight jurors. Today, ten yeirs later,
n-mmwmmmmmu.mmumwm#nfupmﬂ
process, he Hilton Davis invention might seem “abvious.”
However, in 1982, it truly was an innovation in the food dye
industry where purification was still being done by the archaic
salting-out method. The fact “that the elements noted by the court
lay about in the prior an available for years w all skilled workers.,
whhm:.u:h:mﬁuni.muminlmwnﬂih:mminﬂ
inventions, is iself evidence of i .~ Pgnduir
QEMMM& 810 F.2d 1561, 1577.
1 U.5.P.Q. 2d 1593, 1605 (Fed. Cir. 1987).
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In the obviousness analysis. the focus must be on the specific
problem facing the Hilton Davis inventors: development of a
reduced cost commercially viable continuous process for purifying
FD&C Red 40 and ED&C Yellow 6 o FDA certifiable quality with
low dye loss directly from the coupling solution using membranes o
separate dye and organic impurity molecules of very close maolecular
size, while climinating "salting out” (the addition of salt or formation
of a press cake).

Warner-Jenkinson's approach 1s 1o dissect the claims and prior an
into separate pieces, and then pick and choose favorable facts, while
discarding unfavorable facis. That is improper.  Smithkline
MMWM ,B59 F.2d BT8,
g86-7, & U.SP.Q 2d 1468, 1475 (Fed. Cir. 1988). The entire
claimed invention must be considered in view of all of the prior art.
Pamal srporgrion v, Dennigpn MERUIELISTLIS e, B10 F.ld
1561, 1566, 1 U.S.P.Q. 2d 1593, 1595 (Fed. Cir. 1987). The prior
an rmndunnqruumsd:.r:udimpuﬁw molecules of large size
differential (Booth), adding salt or creating an inermediate press
cake (Booth, British), of creating & membrane-clogging suspension
rather than a frue solution (British, Koll). The prior art was not
mnmnﬂwi:hurryp:qfs i iu:mdmﬂl.mmurrlupmdm
extremely high purity dyes without significant dye loss through the
membrane (gf. British). Hilton Davis' departure from these previous
approaches indicates non-obvigusness. Rosemount, [nc. v. Beckman

727 F.2d 1540, 1546, 111 U.SPQ. 1, 7 (Fed

Cir. 1984). Here, the prior an skirts all around the claimed
invmiumhndudnmmﬂmil. However, it is immaterial that all
of the process elements were old. Gillerte Company v. 5.C Johnson
. 919 F.2d 720, 724, 16 U.5.P.Q. 2d 1923, 1927 (Fed.

Cir. 1990} Thmhhn‘:inudwmﬂmimuhvuhupmm in
togg, which separates dyes mwmummm
lrﬂFD&C‘!l'dlwﬁfrmutiuﬂt hpuriﬁﬁﬂluﬂdmenﬂbﬂu!u




the difficult to remove Schaeffer's salt) through the membrane to
achieve FDA impurity levels, while retaining sufficient dye on the
upstream side of the membrane 1o make the process commercially
viable: achieves drying the resulting concentrate directly from the
filtered coupling solution; and achieves a 90% pure dye level in the
final dried product. This combination of features is not suggesiad by
the prior art. “Where, as here, nothing of record plainly indicates
that it would have been ohvious to combine previous separate process
steps into one process, it is legal error (o conclude that a claim to
that process is invalid under 35 U.S.C E 103" Eromiony Advance

755 F.2d 1549, 1546, 225 U.S.P.Q. 26, 32 (Fed.
Cir. 1985).  Wamner-Jenkinson's focus on  substitutions and
differences. rather than on the invention as a whole, is legally
improper. Gillerte Company v. 5.C. Johnson & Sons, Inc., 919 F.2d
720, 724, 16 U.S.P.Q. 2d 1923, 1927 (Fed. Cir. 1990); Straroffer,
ing_v. Aeroquip Corporation, 713 F.2d 1530, 1537, 218 U.S.P.Q.
8§71, 877 (Fed. Cir. 1983).

The objective evidence also supports the District Court's
conclusion of non-cbviousness: the initial failure of Hilton Davis
and Warner-Jenkinson (even with the involvement of Csmonics),
surprise by Osmonics (2 supposed "expert”), the inability of
Osmonics to suggest a viable membrane, the uncertainty and
unpredictability of membranc separation, the absence of
contemporaneous  applications of similar process, the parties’
commercial success, Warner-Jenkinson's use of Hilton Davis®
information to achieve a viable process, eic.

Considering the mmmwmum
test, the District Court (and the jury) were clearly correct in
concluding that Warner-Jenkinson had not met its burden of showing
ohviousness.

6. Warner-Jenkinson Failed To Prove The Dependent
Claims Obvious

It is Warner-Jenkinson's burden to show invalidiry, not Hilton
Davis' burden to show salidiry of dependent claims. Warner-
Jenkinson has not met its burden. The (Gardner case, cited by
Warner-Jenkinson, is not applicable. There, the claims had been
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held invalid, and thus the patent OWDET assumed the burden of
avercoming that holding. In the present appeal. the dependent claims
remain valid until obviousness of their subject mater as a whole has
heen shown, a burden not met by Warner-Jenkinson.

V1. Conglusion
This Court iz respectfully requested to ;ﬁmﬂmjmmmui the
Dasgrict Court.

Respectfully submitted,

By: £ i’ﬁff‘
avid E. Schmit, Esq.
FROST & JACOBS

2500 PNC Center

201 East Fifth Street
Cincinnati, Ohio 45202-4182
(513 B51-6983

Counsel for Appelles
Hilton Davis Chemical Co.
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