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CAFC: Claim language first, specification second, prosecution history third---

[54] METHOD OF PROMOTING NITROGEN
RETENTION IN HUMANS

[75] Inventors: Steven L. Nissen, Ames, lowa; Paul
J. Flakoll, Old Hickory, Tenn.; Naji
N. Abumrad, Old Field, N.Y.

[73] Assignees: Iowa State University Research
Foundation Inc,, Ames, Iowa;
Vanderbilt University, Nashville,
Tenn.

lowa State and Vanderbilt v. Wiley (Fed. Cir. March 7, 2005,
NONPRECEDENTIAL)

By John Smith, PhD

lowa State University Research Foundation, Inc. (ISURF), Vanderbilt University, et
al. appealed a Judgment as a Matter of Law granted by the District Court for the
Southern District of Iowa that U.S. patent No. 5,348,979 was not infringed by
Wiley Organics.

ISURF sought injunctive relief and damages for Wiley’'s allegedly contributory
infringement and inducement of infringement for producing
B-hydroxy-B-methylbutyric acid, or HMB. Wiley supplied HMB to MTI
exclusively from 1995 to 2000. In 2000, Wiley began to distribute the compound
to other companies. At issue on appeal was the construction of the claim terms

“subject” and “patient.” Claim 1 of the patent was considered to be

representative:

1. The method of protein sparing, comprising orally or intravenously administering
to a human subject an effective amount of B-hydroxy—B-methylbutyric acid (HMB)




for increasing the retention of nitrogen, said HMB being in an edible or
intravenously-administrable form selected from (i) its free acid form, (ii) its
sodium, potassium, or calcium salt, (iif) its methyl or ethyl ester, or (iv) its
lactone, and continuing the said administration of HMB until the amount of

nitrogen in the patient's urine has substantially decreased. (Col. 6, 1. 7-16.)

The ISURF argued that the terms encompassed healthy individuals as well as
those in need of treatment with HMB. The District Court, however, had
construed the claims in Wiley’'s favor, ruling that the claims did not encompass
healthy individuals, but only those with a “negative nitrogen balance” (in need of
HMB treatment).

In the appellate decision, the Federal Circuit began with the claim language. It

noted that the terms “subject” and “patient” are used interchangeably in the
patent, with no qualifications, other than that the individuals are human; the Court
noted that there is no language indicating the sick or elderly are the only
individuals contemplated to be within the scope of the claims. The claim
language also indicated that a relative change in nitrogen levels was all that was
required by the claims; any decrease in nitrogen levels was within the scope of
the claims.

The Court then proceeded to examine the specification. It noted that the only

experimental example in the specification had normal, healthy individuals as
subjects. The Court also noted that other language in the specification described
the treatment of normal, healthy subjects.

Last, the Court examined the prosecution history. It concluded that

interpretations of the claim language by the examiner was not important, as the
prosecution history revealed that the rejection by the examiner was based on the
examiner’s interpretation of the prior art, not whether the claims were limited to

treatment of sick individuals.

2 FFEFHNA SFJHE AFLEE F JE FEE 537 od2 4
3= 583 FFeit
THl2aFE 218G J4

&ttty CAFC+= 342

& Azahe

Fo =z o] 3k 5357}
olof thgk I3 Apotex= °]H] AU

= o{}i

=
| —
T

29:" )

B
o o
o X
OIS



o ojobEs Welaln URY) AEIUT. AT B
amlodipine besylate”} 5 ]
2ol 523 dadFez ofy=ol 3l

= | =
ol ol= FlEokilM AP AFAHEI ol AR S FF=
% 1

Norvasc® 1is Pfizer's patented blockbuster drugs for treating hypertension and
angina. The Court of Appeals for the Federal Circuit (CAFC) has invalidated
Pfizer's patent —— finding it obvious. Generics are already on the market.

Pfizer v. Apotex (CAFC)

Background: Apotex, a generic manufacturer, filed a notice with the FDA --
certifying its belief that Pfizer's patent covering Norvasc was invalid and
unenforceable. The trial court upheld Pfizer's patent and issued an injunction

stopping Apotex from making a generic version.

Courts and the PTO: In its appellate opinion, the CAFC began with a strong
repudiation of any reliance on Examiner's findings during prosecution of a patent:
"Our case law consistently provides that a court is never bound by an examiner’s
finding in an ex parte patent application proceeding." Applying this boundary, the
panel found that "it can never be the case that an examiner’s interim finding of
prima facie obviousness renders the claims of an issued patent prima facie

obvious."

Unpredictably Obvious: Norvasc is amlodipine besylate. At the time of the
invention, amlodipine was known as was the use of besylate anions. Pfizer
argued that the results of combining these would have been unpredictable and
therefore non—obvious. The CAFC disagreed, finding that unpredictability does

not result in nonobviousness.




[A] rule of law equating unpredictability to patentability, applied in this case,
would mean that any new salt ... would be separately patentable, simply because
the formation and properties of each salt must be verified through testing. This
cannot be the proper standard since the expectation of success need only be

reasonable, not absolute.

Here, the court found plenty of evidence to believe that a PHOSITA would have

had a reasonable expectation of success.
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http:/ /www.patentlyo.com/

http:/ /www.vakup.com/ END.




