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United States District Court,
N.D. Illinois, Eastern Division.

ABBOTT LABORATORIES and Astellas Pharma, Inc,
Plaintiffs.
v.
SANDOZ, INC., Sandoz GmbH, Teva Pharmaceuticals USA, Inc., Teva Pharmaceutical Industries,
Ltd., Ranbaxy, Inc., Ranbaxy Laboratories, Ltd., Par Pharmaceutical Companies, Inc., and Par
Pharmaceutical,
Defendants.

May 3, 2007.

Background: Patentee and licensee sought a preliminary injunction preventing defendants from
manufacturing, selling, offering for sale, importing or distributing their respective generic cefdinir products
before a decision on the merits in patent infringement case.

Holding: The District Court, Andersen, J., held that patentee and licensee failed to show a likelihood of
proving that defendant drug manufacturers had literally infringed on patent for a crystalline form of cefdinir
or that defendants had infringed patent under doctrine of equivalents, and also failed to establish that
defendants' products contained amounts of cefdinir anhydrate, if any, to cause infringement of patent.

Motion denied.

4,935,507. Construed.
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Before the court is plaintiffs Abbott Laboratories ("Abbott") and Astellas Pharma, Inc.'s ("Astellas") motion
for a preliminary injunction. Abbott seeks a preliminary injunction preventing defendants Sandoz, Inc. and
Sandoz GmbH ("Sandoz") and defendants Teva Pharmaceutical Industries, Ltd. and Teva Pharmaceuticals
USA, Inc. ("Teva") from manufacturing, selling, offering for sale, importing or distributing their respective
generic cefdinir products before a decision on the merits in this case. For the following reasons, the
plaintiffs' motion for a preliminary injunction is denied.

BACKGROUND

Cefdinir is an antibiotic which has sales exceeding $600 million annually worldwide. In 1983, plaintiff
Astellas's corporate predecessor, Fujisawa, developed the compound cefdinir, which treats bacterial
infections, and thereafter secured U.S. Patent No. 4,559,334 ("'334 patent"). The '334 patent claimed an
amorphous form of cefdinir, which was not useful for making pharmaceutical products because it was
difficult to store, unstable, and not appropriately soluble. Astellas then developed a crystalline form of
cefdinir, which is practical as a pharmaceutical product, and secured U.S. Patent No. 4,935,507 ("'507
patent") in 1990 on that product. Abbott has the exclusive license for the '507 patent and markets its
Omnicef brand cefdinir, a form of crystalline cefdinir sold as two products.

The '334 patent expires on May 6, 2007 at 11:59 p.m., EDT. The '507 patent expires on December 4, 2011.
On April 6, 2007, the United States Food and Drug Administration ("FDA") approved defendant Sandoz's
Abbreviated New Drug Applications ("ANDA"), Nos. 06-5330 and 06-5337, to market and sell generic
cefdinir products. Defendant Teva filed its AND As on June 29, 2005 and November 1, 2005 (Nos. 65-332
and 65-368), but the FDA has not yet approved them.

The parties agree that Abbott's '334 patent expiration permits generic products to launch if those new
products do not infringe on the '507 patent. The '507 patent is a crystalline form of cefdinir, namely, cefdinir
anhydrate, called "Crystal A" in the '507 patent. Plaintiffs contend that the defendants' generic products,
which the parties agree are cefdinir monohydrate, infringe the '507 patent because cefdinir monohydrate is
contained within the claims of the '507 patent, and also because the defendants' generic products may
contain a small percentage of cefdinir anhydrate (allegedly approximately 2% for Teva, and approximately
.2% for Sandoz). Defendants claim that their competing products do not infringe because cefdinir
monohydrate is not covered by the claims in the '507 patent and deny that their products contain any
cefdinir anhydrate at all.

DISCUSSION

In order to prevail on a motion for preliminary injunction, plaintiffs must show (1) a reasonable likelihood
of success on the merits; (2) irreparable harm if an injunction is not granted; (3) a balance of hardships
tipping in its favor; and (4) the injunction's favorable impact on the public interest. Amazon.com, Inc. v.
Barnesandnoble.com, Inc., 239 F.3d 1343, 1350 (Fed.Cir.2001); Reebok Int'l Ltd. v. J. Baker, Inc., 32 F.3d
1552, 1555 (Fed.Cir.1994). Plaintiff has the burden of proving each of these factors. Roland v. Air Line
Employees Ass'n, Int'l, 753 F.2d 1385, 1392 (7th Cir.1985).

Because the present case arises under United States patent law, the Patent Act grants authority to this court
to grant or deny an injunction to prevent the infringement of a patent.
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The several courts having jurisdiction of cases under this title may grant injunctions in accordance with the
principles of equity to prevent the violation of any right secured by patent, on such terms as the court deems
reasonable.

35 U.S.C s. 283. We begin our discussion by examining each of the required elements for a preliminary
injunction.

The first element of a motion for preliminary injunction is to determine whether the moving party likely will
succeed on the merits of the underlying litigation. In patent cases, the movant has an added burden. Here,
plaintiffs must show that (1) they will likely prove that defendants infringed the '507 patent, and (2) their
infringement claim will likely withstand defendants' challenges to the validity and enforceability of the '507
patent. See Abbott Labs. v. Andrx Pharms., Inc., 452 F.3d 1331, 1335 (Fed.Cir.2006). "In other words, if
[defendants] raise a 'substantial question' concerning validity, enforceability, or infringement (i.e. assert a
defense that [plaintiff] cannot show 'lacks substantial merit') the preliminary injunction should not issue."
Id., quoting Genentech, Inc. v. Novo Nordisk, A/S, 108 F.3d 1361, 1364 (Fed.Cir.1997).

[1] In order to assess the likelihood of infringement, the court must (1) first determine, as a matter of law,
the correct meaning and scope of the asserted claims, and then (2) compare the properly construed claims to
the accused infringing product. See Markman v. Westview Instruments, Inc., 52 F.3d 967, 970-71
(Fed.Cir.1995); Cybor Corp. v. FAS Techs., Inc., 138 F.3d 1448, 1454 (Fed.Cir.1998).

Scope of Claims

In a carefully considered and well written Markman ruling, United States District Judge Robert E. Payne, of
the United States District Court for the Eastern District of Virginia, Richmond Division, held the following
regarding construction of the '507 patent.

Claims 2-5 of the '507 patent are construed as product-by-process claims. The '507 patent's disputed claim
terms have the following definitions:

(1) "Crystalline" means "Crystal A;"

(2) "shows" requires the display of a powder X-ray diffraction pattern which demonstrates the existence of
the relevant peaks to a scientifically acceptable degree of certainty either visually or by other appropriate
means of data display,

(3) "peaks" is the plural of "peak;" a "peak" exists at a powder x-ray diffraction angle that corresponds to an
intensity measurement greater than measurements attributable to "noise" if that angle is immediately
preceded by and immediately followed by powder X-ray diffraction angle with a lower intensity
measurement; "noise" refers to those portions of a PXRD pattern produced by intrinsic measurement error,
and which cannot be associated with a scientifically significant quantity of the material which is the subject
of the PXRD test;

(4) "about" encompasses measurement errors inherently associated with powder X-ray diffraction testing.

Lupin, Ltd. v. Abbott Labs. & Astellas Pharma, Inc., 484 F.Supp.2d 448, 466, 2007 WL 1238617, *16,
(E.D.Va.2007). The parties have stipulated that Judge Payne's ruling shall be adopted by this court as its
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determination, as a matter of law with respect to this preliminary injunction proceeding, of the correct
meaning and scope of the asserted claims. Therefore, this court hereby adopts Judge Payne's Markman
ruling.

First we must resolve the parties' disagreement as to the correct interpretation of Judge Payne's ruling.
Afterwards, we will analyze their arguments and evidence to determine whether the defendants' products in
fact infringe the '507 patent. We will begin this analysis with a closer look at the actual '507 patent itself.

The '507 Patent

The first claim of the '507 patent construed by Judge Payne is the following:

1. Crystalline 7-[2-(2-a minothiazol-4-yl)-2-hydrox-yi minoacetamido]-3-vinyl-3-cephem.-4-carboxylic
acid (syn isomer) which shows the peaks at the diffraction angles shown in the following table in its powder
X-ray diffraction pattern:

diffraction angle ( (deg.))

about 14.7

about 17.8

about 21.5

about 22.0

about 23.4

about 24.5

about 28.1

U.S. Patent No. 4,935,507 col. 16 11.12-28 (filed Aug. 8, 1998). Based on this first claim, Judge Payne
ruled, and the parties agree, that the crystalline cefdinir described in Claim 1, and in fact in Claims 2-5 (not
reproduced here) is "Crystal A." They do, however, disagree as to which forms of crystalline cefdinir fall
within the definition of "Crystal A." The plaintiffs, predictably enough, maintain that the defendants'
products, although different substances than the plaintiffs' cefdinir anhydrate product, are included within
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the definition of Crystal A. Defendants, of course, disagree.

They also disagree as to how to interpret Judge Payne's ruling on "peaks" and "about." Finally, they
disagree on how to construe "powder X-ray diffraction pattern" ("PXRD"), which was not discussed in
Judge Payne's ruling. All three of these disagreements are critical to our final determination; therefore, we
will examine them each in turn.

Crystal A

[2] There is no more important aspect of this lawsuit than defining the scope of the '507 patent, which
centers upon determining the definition of Crystal A as Judge Payne construed it. Our guiding principle in
this determination comes from Judge Payne's decision, when he quoted the Federal Circuit. "[A]lthough the
claims are not necessarily limited to the preferred embodiment of the invention, 'neither do the claims
enlarge what is patented beyond what the inventor has described as the invention.' " Lupin, 484 F.Supp.2d
at 455-56, 2007 WL 1238617, at *5, quoting Netword, LLC v. Centraal Corp., 242 F.3d 1347, 1352
(Fed.Cir.2001). Judge Payne wrote that Claims 1-5 "define 'Crystal A' and, accordingly, one is justified in
reading 'crystalline cefdinir' to mean 'Crystal A' throughout the claims." Lupin, at 457, 2007 WL 1238617,
*7. Plaintiffs seize on Judge Payne's follow up statement, that "the Court is not affirmatively defining
Crystal A to be anything other than what the claims say it is." Id. at 457, 2007 WL 1238617, *7. The crux of
their argument, however, arises out of Judge Payne's next statement:

The claims explicitly define what Crystal A is, but only implicitly define what it is not. At this juncture, it is
neither necessary nor appropriate to decide whether any known forms of cefdinir are necessarily excluded
from the scope of the '507 patent's claims as a consequence of defining the '507 patent's invention to be
Crystal A. The Court notes that ... the '507 patent's specification quite clearly distinguishes the ' 507 patent's
invention (Crystal A) from the forms of cefdinir disclosed in the '334 patent.

id. at 457, 2007 WL 1238617, *7. The plaintiffs focus on Judge Payne's statement, that "any subsequently
discovered crystalline form of cefdinir that features the seven peaks in Claim 1 is, by definition, Crystal A,
and not something else." Id. at 458, 2007 WL 1238617, *7. They conclude that, in order to prove
infringement, they "are only required to demonstrate the presence of the seven peaks of claim 1, which
define Crystal A, and not to show the peaks of claim 1 as that phrase is used in the claim." Pl. Reply Br. at
3. Defendants claim that the '507 patent contains no discussion or disclosure of a crystalline form of cefdinir
other than "Crystal A," and that their products are not Crystal A.

For the reasons explained below, we agree with defendants' interpretation of Judge Payne's construction of
the '507 patent that me '507 patent is limited only to Crystal A as disclosed in the patent, which does not
include defendants' products within the claims set forth in the patent.

Show the peaks

Powder x-ray analysis of a crystalline substance enables scientists, and perhaps even judges, to identify the
substances used in compounds. Judge Payne ruled that "a 'peak' exists at a powder x-ray diffraction angle
that corresponds to an intensity measurement greater than measurements attributable to 'noise' if that angle is
immediately preceded by and immediately followed by powder X-ray diffraction angle with a lower
intensity measurement ..." Lupin, at 466, 2007 WL 1238617, *16. Plaintiffs maintain that this is a strict
definition, based on Judge Payne's statement that "any intensity requirement, whether absolute or relative,
might unjustifiably limit the scope of the '507 patent to cover only the pure form of Crystal A." Id. at 462-
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63, 2007 WL 1238617, *12. Nothing in the patent, writes Judge Payne, indicates that Crystal A is claimed
only in its pure form. Id. at 462-63, 2007 WL 1238617, *12. The plaintiffs maintain, as will be shown in the
infringement analysis below, that, because Judge Payne appeared to reject the intensity requirement
proposed by the plaintiff in Lupin, any peak which can be shown at the correct diffraction angle will suffice
to satisfy the peak requirement in Claim 1. We believe, however, that this interpretation of Judge Payne's
opinion is flawed and is rejected by Judge Payne's reasoning.

While it is true that, in the Lupin case, Judge Payne rejected plaintiff Lupin's argument that peaks referred
only to the most intense features in the PXRD pattern and instead held that peaks referred simply to powder
x-ray diffraction angles that corresponded to an intensity measurement greater than measurements
attributable to "noise" if that angle is immediately preceded by and immediately followed by powder X-ray
diffraction angle with a lower intensity measurement, plaintiff's resulting interpretation of the definition
misunderstands Judge Payne's reasoning.

Judge Payne notes that "the only 'peaks' listed in the '507 patent correspond with distinctive features of
significant intensity, which, as indicated by Figure 1 [of the '507 patent], have obvious rises and falls before
and after reaching a single apex." Lupin, at 462, 2007 WL 1238617, *11. Although Claim 1 does not
explicitly address intensity of peaks and Judge Payne did not explicitly "import" an intensity requirement
into the claim, Judge Payne notes that the PXRD angles listed in Claim 1 correspond with the "most intense
and pointed features in Figure 1 of the patent's specification" and "the charts displayed rn columns 12 and
14 of the specification, which mathematically describe 'peaks,' list no peak smaller than eight percent of the
tallest listed peak's intensity," Id.

Judge Payne's definition of peaks does contain a limiting feature, specifically "an intensity measurement
greater than measurements attributable to 'noise' if that angle is immediately preceded by and immediately
followed by powder X-ray diffraction angle with a lower intensity measurement." Judge Payne did,
however, explicitly reject peaks which were "nothing like the features displayed in Figure 1." Judge Payne
continues to say that "[s]uch an interpretation of 'peaks' is nonsensical. Not only is it totally unrelated to the
'peaks' identified in the specification, but it would fail to describe 'distinguishing' features at all." Id. at 462,
2007 WL 1238617, *12. He also notes that "the '507 patent simply does not support a reading of 'peaks'
under which a 'peak' would exist at every point of measured intensity above the background noise, and
nothing in the record indicates that person of ordinary skill in the art would accept such a definition of
'peaks.' " Id.

About

Judge Payne held that " 'about' encompasses measurement errors inherently associated with powder X-ray
diffraction testing." The parties disagree as to the measurement errors which comport with this holding.
Plaintiffs maintain that the standard deviation is (plus-or-minus sign).20 (deg.). Defendants maintain that the
standard deviation is (plus-or-minus sign).10 (deg.). Both sides presented experts who testified as to
publications supporting one or the other methods, but ultimately we were persuaded by the defendants'
expert, Dr. Alan Pinkerton, who asserted that the allowable variability in PXRD pattern peak position is
(plus-or-minus sign).10 (deg.), a position supportedby the U.S. PHARMACOPEIA XXI (1985).

The plaintiff's expert, Dr. Jerry Atwood, also referred to the U.S. PHARMACOPEIA, but interpreted the
phrase "20 values should typically be reproducible to (plus-or-minus sign).10 (deg.) or 0.20 degrees," see
id., as indicating the correct standard measurement error is (plus-or-minus sign).20 (deg.). We interpret the



2/28/10 5:06 AMUntitled Document

Page 7 of 10file:///Users/sethchase/Desktop/Markman/htmlfiles/2007.05.03_ABBOTT_LABORATORIES_v._SANDOZ_INC.html

".20 degrees" in this text as limiting the total variance plus and minus to .20 (deg.). Dr. Atwood's conclusion
could result in a measurement differentiation of as much as .40 (deg.), a result we feel is inconsistent with
the U.S. PHARMACOPEIA. We therefore interpret Judge Payne's holding of a measurement error
inherently associated with powder X-ray diffraction testing to be (plus-or-minus sign).10 (deg.).

Powder X-ray Diffraction Pattern

Claim 1 states that Crystal A shows the peaks at the diffraction angles in its powder X-ray diffraction
pattern. Judge Payne did not construe the meaning of the term "powder X-ray diffraction" in his opinion.
Plaintiffs contend that they will be able to demonstrate infringement by testing a single crystal using a 0/0
X-ray diffractometer and a synchroton which then calculates the PXRD pattern. Defendants claim that
Claim 1 requires that the pattern must show the peaks using conventional powder x-ray diffraction. They
also claim that because the '507 patent does not mention the synchroton, it cannot be used to demonstrate
infringement. We disagree. A plain reading of Claim 1 does not use the word "conventional." The term
"powder X-ray diffraction" is used a modifier for the word "pattern," one of the few terms not at issue in
this case. Because we do not find that the '507 patent specifies one particular manner of producing a powder
X-ray diffraction pattern, we reject defendants' argument that a single crystal diffraction which calculates a
powder X-ray diffraction is disallowed.

Summary of Scope Analysis

We close our scope analysis of the '507 patent with the following conclusions, reaffirming once again our
adoption of Judge Payne's April 27, 2007 Markman ruling. We find that (1) the '507 patent is limited only to
Crystal A as embodied in the patent; (2) while a "peak" exists at a powder x-ray diffraction angle that
corresponds to an intensity measurement greater than measurements attributable to "noise" if that angle is
immediately preceded by and immediately followed by powder X-ray diffraction angle with a lower
intensity measurement, a peak does not exist at every point of measured intensity above the background
noise; (3) the measurement error inherently associated with powder X-ray diffraction testing is (plus-or-
minus sign).10 (deg.); and (4) the ' 507 patent does not specify one particular manner of producing a powder
X-ray diffraction pattern.

Infringement

[3] [4] We must now determine whether the plaintiffs are likely to be able to prove that the defendants have
in fact infringed the '507 patent by comparing the properly construed claims to the accused infringing
products. For a product literally to infringe a patent claim, every limitation recited in a properly construed
claim must be exactly present in the accused product. Cole v. Kimberly-Clark Corp., 102 F.3d 524, 532
(Fed.Cir.1996). Infringement may also be established under the doctrine of equivalents. Warner-Jenkinson
Co., Inc. v. Hilton Davis Chem. Co., 520 U.S. 17, 35, 117 S.Ct. 1040, 137 L.Ed.2d 146 (1997). In order to
establish infringement under the doctrine of equivalents, there must be a showing that the difference
between the patent and the accused product perform "the substantially same function in substantially the
same way with substantially the same result as each claim limitation of the patent." AquaTex Indus., Inc. v.
Techniche Solutions, 479 F.3d 1320, 1326 (Fed.Cir.2007).

Accordingly, we will examine whether cefdinir monohydrate infringes the '507 patent. We will also examine
whether the defendants' cefdinir monohydrate contains within it any cefdinir anhydrate. Finally, we will
examine whether the defendants' cefdinir monohydrate is equivalent to cefdinir anhydrate under the doctrine
of equivalents. In order to make these determinations, we begin by turning once again to the requirements of
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Claim 1.

Claim 1 requires that, in order to characterize a crystalline structure as Crystal A or an accused product as
infringing Crystal A, plaintiffs must show the peaks at seven diffraction angles in its powder X-ray
diffraction pattern: about 14.7, about 17.8, about 21.5, about 22.0, about 23.4, about 24.5, about 28.1. We
have already held that "about" means (plus-or-minus sign).10 (deg.), so our analysis for each diffraction
angle will be limited to (plus-or-minus sign).10 (deg.).

We begin our analysis by considering plaintiffs' claim of literal infringement.

Literal Infringement

[5] Plaintiffs advance two arguments to support their claim of literal infringement. First, they claim that the
defendants' respective cefdinir products infringe the '507 patent because they contain cefdinir monohydrate,
which shows the seven peaks in claim 1 and is obtainable by any of the processes of claims 2 through 4.
Second, they claim that the defendants' respective cefdinir products infringe the '507 patent because they
contain cefdinir anhydrate, which shows the seven peaks in claim 1 and is obtainable by any of the
processes of claims 2 through 5. As we have already established above, defendants' acknowledge that their
products are in fact comprised in large or total part of cefdinir monohydrate, which they claim is not
covered by the '507 patent, but which they claim is covered instead by the '334 patent, which expires on
May 6, 2007. Additionally, defendants' claim that their products do not contain cefdinir anhydrate and that
any of the shown peaks in common with their products and cefdinir anhydrate are due to the characteristics
of cefdinir monohydrate.

The obvious place to start is to ask whether cefdinir monohydrate does in fact meet each of the peaks
required in Claim 1. Plaintiffs claim that cefdinir monohydrate infringes because it shows the peaks in
Claim 1, and thereby accords with Judge Payne's statement that "any form of crystalline cefdinir which
displays peaks at the seven diffraction angles listed in Claim 1 is 'distinguished' as Crystal A." In response
to the court's questions, plaintiffs' expert, Dr. Atwood, agreed that there were crystalline substances which
were not covered by the '507 patent. Hearing Tr. 129. The defendants point directly to another crystalline
substance, "Crystal B," which they claim (1) is their product, cefdinir monohydrate, (2) is described in the
Japanese ' 199 patent, and (3) is covered by the '334 patent, specifically example 16.

To allege the infringement, the plaintiffs rely on an interpretation of Judge Payne's analysis that we have
rejected in this opinion, that a peak exists at every point of measured intensity above the background noise.
Plaintiffs used SCXRD analysis to calculate a powder X-ray diffraction pattern and found peaks which they
claimed matched all seven peaks listed in Claim 1. They demonstrated through the use of visual charts the
peaks which they claim matched the diffraction angles listed in Claim 1.

Dr. Atwood claims that for each peak listed in Claim 1, there was a corresponding peak in the PXRD pattern
for cefdinir monohydrate, and listed them as follows: 14.84, 17.83, 21.33, 21.98, 23.53, 24.58, and 28.09.
Only four of these seven peaks are within the (plus-or-minus sign).10 (deg.) that we have allowed as the
definition for "about" in Claim 1. On that basis alone, the plaintiffs' claim of literal infringement fails,
because in order for there to be literal infringement, each and every limitation of the claim must be met. But
there are three more reasons.

First, while the diffraction angles listed above imply a story of closely related peaks, the visuals shown in
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the plaintiffs' exhibits and at the hearing tell an entirely different story, which is that cefdinir monohydrate is
a different substance than cefdinir anhydrate. When the PXRD patterns for both substances are placed next
to one another, they simply do not match. The seven peaks described in the '507 patent are tall and
dramatically distinguished from the remainder of the PXRD pattern. Similarly, the PXRD for cefdinir
monohydrate shows tall and dramatically distinguishing peaks. None of these prominent peaks for the
cefdinir anhydrate match the ones for the cefdinir monohydrate. Dr. Atwood admitted as much when he said
"by comparing the entire pattern for each form, it is clear that cefdinir 'Crystal A' and crystalline cefdinir
monohydrate are different crystal forms." While plaintiffs are understandably eager to interpret the '507
patent to include cefdinir monohydrate, we believe they are simply so different that they undermine the
claims of literal infringement.

Second, in order to demonstrate infringement, the plaintiffs used a mathematical procedure called pseudo-
Voigt fitting, which is used to determine accurately the size and position of smaller peaks which are
partially overlapped by larger neighboring peaks. The resulting peaks "exist" but are "nothing like the
features displayed in Figure 1. Indeed, [they] eviscerate" any of the descriptive value of the word peaks in
the '507 patent. Indeed, the "peaks" were peaks only when interpreting Judge Payne's opinion in the
awkward manner with which we disagree.

Third, the evidence does not convince us that there in fact are trace amounts of cefdinir anhydrate contained
within the cefdinir monohydrate in defendants' products. Moreover, there is no evidence that, even if there
were traces, that those trace amounts could be a contributing factor in the efficacy of the defendants'
products. If there is a small amount of cefdinir anhydrate in defendants' products, we do not conclude that
this could cause literal infringement of the '507 patent.

Finally, we heard persuasive evidence identifying the defendants' cefdinir monohydrate as Crystal B. PXRD
patterns of the defendants' cefdinir monohydrate were superimposed on PXRD patterns of Crystal B; they
matched in peaks and intensity. Further, defendants argued, and plaintiffs did not rebut, that the reason that
plaintiffs left reference to Crystal B out of the '507 patent was because Crystal B was contained within
Example 16 of the '334 patent. Had Crystal B been included in the '507 patent application, the patent would
not have issued because Crystal B had already been disclosed. We know that Crystal B was known to the
plaintiffs because it had been included in the Japanese '199 patent. Thus we conclude that the plaintiffs
deliberately excluded from the definition of Crystal A, cefdinir monohydrate, which is Crystal B.

Doctrine of Equivalents

Plaintiffs claim that the defendants' respective cefdinir products infringe the '507 patent under the doctrine
of equivalents. They assert that Dr. Atwood's testimony about the similarity of shelf life, dissolution rate and
bioavailability between cefdinir monohydrate and cefdinir anhydrate show conclusively that defendants'
products infringeclaims 1-5 of the '507 patent under the doctrine of equivalents. Under cross-examination,
however, Dr. Atwood failed to establish that he had supported his opinion with empirical or substantive
evidence. While an expert may offer an opinion on infringement, we need not credit unsupported
conclusions. See Rohm & Haas Co. v. Brotech Corp., 127 F.3d 1089, 1092 (Fed.Cir.1997) ("Nothing in the
rules or in our jurisprudence requires the fact finder to credit the unsupported assertions of an expert
witness").

[6] Plaintiffs make the second argument that defendants' assertion to the FDA that their products were
bioequivalent to cefdinir anhydrate in their ANDAs is an admission that they were infringing the '507 patent
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under the doctrine of equivalents. We disagree with this position. See Upjohn Co. v. Mova Pharm. Corp., 31
F.Supp.2d 211, 215 n. 2 (D.P.R.1998) ("[An] admission of bioequivalence is not an admission of
infringement under the doctrine of equivalents. They are two distinct concepts.") If bioequivalency meant
per se infringement, no alternative to a patented medicine could ever be offered to the public during the life
of a patent.

CONCLUSION

The plaintiffs have failed to persuade the court they are likely to be able to prove that defendants have
literally infringed on the '507 patent and failed to show that defendants have infringed using the doctrine of
equivalents. Moreover, they have failed to establish that defendants' products contain amounts of cefdinir
anhydrate, if any, to cause infringement on the '507 patent. Because we have found that the plaintiffs have
not shown that they are reasonably likely to succeed on the merits, there is no need for us to analyze the
remainder of the factors required for the granting of a preliminary injunction. See Polymer Technologies,
Inc. v. Bridwell, 103 F.3d 970, 973-974 (Fed.Cir.1996); Payless Shoesource Inc. v. Reebok Int'l Ltd., 998
F.2d 985, 988 (Fed.Cir.1993). The defendants have successfully raised a substantial question concerning
infringement, and therefore, the preliminary injunction should not issue.

For all the foregoing reasons, the plaintiffs' motion for a preliminary injunction [65] is denied.

It is so ordered.
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