THISOPINION WASNOT WRITTEN FOR PUBLICATION

The opinion in support of the decision being entered today (1) was not written for publicationin a
law journal and (2) is not binding precedent of the Board.
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ON BRIEF

Before KIMLIN, WEIFFENBACH and ELLIS, Administrative Patent Judges.

WEIFFENBACH, Administrative Patent Judge.

DECISION ON APPEAL
Thisisadecision on apped under 35 U.S.C. § 134 from the examiner'sfina rejection of claims

1-17, which are al of the claimsin the application. We affirm.

! Application for patent filed February 22, 1993. According to appellants the application is a continuation of
Application 07/580,913, filed September 12, 1990, now abandoned.
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The Claimed Subject Matter

The claimson apped are directed to athrombolytic composition containing tissue plasminogen
activator having improved solubility in agueous solutions, including body fluidsof humans. Clam 1is
representative of the claimed subject matter and reads asfollows:

1. A thrombolytic composition comprising tissue type plasminogen activator or a

derivative thereof, an anionic polymer or asat thereof and an amine compound or asat

thereof, said thrombolytic compaosition providing improved t-PA solubility in solutionsover

abroad range of salt concentrations.

References of Record

The following references of record are relied upon by the examiner as evidence of obviousness:

Dussourdd’ Hinterland et al. 4,083,961 Apr. 11, 1978
(Dussourdd’ Hinterland)

Paques (EP 198321)* EP 0198 321 Oct. 22, 1986
Duffy et a. (Duffy) 4,898,826 Feb. 6, 1990
Isaacs et al. (Isaacs) 4,980,165 Dec. 25, 1990

“We did not find a translation of this document in the file. Accordingly, the patent has been translated and a
copy is attached to this decision. Any reference to EP 198321 in this opinion is a reference to the complete English
language translation of the patent. We note that the examiner has considered U.S. Patent Nos. 4,818,690 and 5,015,583
astrandations of EP 198321 because the U.S. patents claim foreign priority to the same German patent application asin
EP 198321. Thisis afalse presumption. Unless there is evidence of record that the U.S. patents and the European
patents are identical, and there is none in this case, we will not presume that the U.S. patents are translations of the
European patent. |If the examiner intended to rely on the disclosures of the U.S. patents, then she should have the U.S.
patents, and not the European patent, in making her rejection.
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The Rejections

Clams1, 3,5, 6, 8, 9 and 11-17 stand rejected under 35 U.S.C. § 112, second paragraph, as
being indefinite for failing to particularly point out and distinctly claim the subject matter which appellant
regards as the invention.

Claims 1-17 stand rejected under 35 U.S.C. § 103 asbeing unpatentable over Duffy and | saacs
combined with Dussourdd’ Hinterland and EP 198321.2

Opinion

We have carefully considered the respective positions advanced by appellants and the examiner.
For the reasons set forth below, we will affirm the examiner's rejection.

The examiner rejected claims 1, 3, 5, 6, 8, 9 and 11-17 under the second paragraph of
35U.S.C. § 112 asbeing indefinite because the expression “ broad range of salt concentrations’ inclam
1 rendersthe claimsvague and indefinite. According to the examiner, “itisunclear what range of salt
concentrationsis encompassed by theterm *broad’ and it isunclear asto what range of sdt concentrations
Appellants consider to be within the metes and bounds of their invention” (answer: p. 3).

Thelegal standard for indefiniteness under the second paragraph of 35 U.S.C. § 112 iswhether

aclaim reasonably apprisesthose of kill intheart of itsscope. See Amgen Inc. v. Chugai Pharmaceuti-

*This rejection included another reference, Kakimoto et a (U.S. Patent No. 4,837,022, issued June 6, 1989). The
examiner withdrew the reference from the rejection (answer: p. 9).
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cal Co., Ltd., 927 F.2d 1200, 1217, 18 USPQ2d 1016, 1030 (Fed. Cir.), cert. denied sub nom.,
GeneticsIngt., Inc. v. Amgen, Inc., 112 S.Ct. 169 (1991). On the record before us, the examiner has
not presented an analysis of the teachings of the prior art and the application disclosure asit would be
interpreted by aperson having ordinary skill in the pertinent art to establish that such a person would have
found the claim indefinitein scope. Taking the ordinary meaning of theterm “broad,” namely, coveringa
wide scope.* Wefind that a person having ordinary skill in the art would have areasonable understanding
of the ranges as exemplified in Tables 1-4 of appellants’ specification. Accordingly, we reversethis
rejection.

The examiner regjected claims 1-17 under 35 U.S.C. 8§ 103 over Duffy, Isaacs, Dussourdd’-
Hinterland and EP 198321. We have carefully reviewed the respective positions presented by appellants
andtheexaminer. Insodoing, wefind oursavesin agreement with appellantsthat theapplied prior art fails
to establish aprima facie case of obviousness of the claimed subject matter. Accordingly, wewill not
sustain the examiner's rejection for essentially those reasons advanced by appellants, and we add the
following primarily for emphasis.

Beforewe can consider the prior art, the metes and bounds of the claimed subject matter must be
ascertained. Theclamsareinterpreted in light of the specification asit would beinterpreted by one of

ordinary skill inthisart, Inre Morris, 127 F.3d 1048, 1054-55, 44 USPQ2d 1023, 1027 (Fed. Cir.

“The American Heritage Dictionary, 2nd College Edition, Houghton Mifflin Company, Boston, Mass., p. 210
(1982).
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1997); Inre Zletz, 893 F.2d 319, 321-22, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989). We are of the
view that appellants claimsencompassonly atissuetype plasminogen activator (t-PA) or aderivative
thereof. Appellantspoint out at page 1, lines 12-16 of the specification that “t-PA has becomethe object
of such atention asanove plasminogen activator for pharmaceutica use, because, unlike conventionally
known urokinase, t-PA has strong affinity tofibrin and high thrombolytic activity and, in particular, Sngle-
chaint-PA causefewer Sdeeffects.” Inthebrief, gppdlants statethat “ urokinaseis an entirely different
proteinfromt-PA” (brief: p. 11). Whilethe scope of theclaim asto the derivatives of t-PA isuncertain
and the subject of anew ground of rejection under the provisions of 37 CFR 8§ 1.196(b), infra, wefind
aperson having ordinary skill in the art would have considered gppellants clamsarelimited to tissuetype
plasminogen activators and would not include other plasminogen activators such as urokinase.
The Duffy and | saacs patents discl ose enhancing the solubility of at-PA by combining acitrate sat
and an amine such asan arginine salt with t-PA. EP 198321 discloses a pharmaceutical drug consisting
of t-PA and apolysulfate ester of asaccharidefor the treatment of thrombosesand emboli. According to
the patentee, “[i]t has surprisingly been found that [tissue] ... plasminogen activators... have ahigh affinity
for polysulfate esters of saccharides ... and that the activity of PA is balanced in the presence of a
polysulfate ester of asaccharide...” (trandation, p. 2). Dussourdd’ Hinterland discloses a pharmaceutical
composition comprising aurokinase, plasminogen activator, and an anionic polymer such aspolysaccharide
sulphate (dextran). Neither EP 198321 nor Dussourdd’ Hinterland teach or suggest adding an amineto

the plasminogen activator composition. According to the examiner:
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The prior art shows that of the three components Appellants include in their tissue
plasminogen activator composition, both the amine compound and the acid are
conventionally added to such composition for the purpose of improving the soluhbility of the
tissueplasminogen activator. Of thethird component, the anionic polymer, oneof ordinary
skill in the art would be motivated by the prior art to include an anionic polymer for the
purpose of increasing the activity of the tissue plasminogen activator. Therefore, it would
have been obviousto one of ordinary skill inthe art a the time the invention was made to
formulate a tissue plasminogen activator composition with known excipients well
recognized in the art for improving the solubility and activity of the tissue plasminogen
activator.
We cannot agree with the examiner’s conclusion for obviousness. First, the Dussourdd’ Hinterland
referenceisnot directed to t-PA. Second, the examiner has not explained why aperson having ordinary
skill inthe art would have been motivated to add the polysulfate ester of EP 198321 to the compositions
of either Duffy or |saacsbased on increased activity disclosed in EP 198321. The suggestionto combine
t-PA, an amine and an anionic polymer must flow from the prior art, not from appellants disclosure. In
essence, we consider the examiner*s obviousness conclusion to be based upon impermissible hindsight
derived from the appd lants* own disclosure rather than ateaching, suggestion or incentive derived from
theapplied prior art. Totheextent that the examiner consdersthat it would have been obviousto combine
the compositions taught by each of the references in accordance with In re Kerkhoven, 626 F.2d 846,
850, 205 USPQ 1069, 1072 (CCPA 1980), we cannot agree. Onthisrecord, the examiner has not taught
by the prior art to be useful for the same purpose, in order to form athird compaosition which isto be used

for the same purpose, in order to form athird composition which isto be used for the same purpose.

Accordingly, for the reasons given above, thergjection of claims 1-17 under 35U.S.C. § 103
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over Duffy, Isaacs, Dussourdd’ Hinterland and EP 198321 is reversed.
New Ground of Rejection

Under the provisionsof 37 CFR § 1.196(b), we make the following new grounds of rejection.
Clams1-17 arergected under 35 U.S.C. 8 112, first and second paragraphs, as being indefinitefor failing
to particularly point out and distinctly claim the subject matter which applicantsregard astheinvention and
becausethe specification, while enabling for t-PA, does not reasonably provide enablement for derivatives
of t-PA. Clams1and 2, fromwhichal remaining clamsdepend, recitethe plasminogen activator asbeing
a“tissuetypeplasminogen activator or aderivativethereof.” Applicantshave not defined or provided by
way of exampleswhat constitutes aderivative of t-PA which can be combined with an amine and an
anionic polymer to improvethe solubility of t-PA in solution over abroad range of salt solutions. Thus, the
meaning of the clamsisin doubt. Amgen Inc. v. Chugai Pharmaceutical Co., Ltd., 927 F.2d at 1217,
18 USPQ2d at 1030. The specification does not enable any person skilled inthe art to which it pertains,
or withwhichitismost nearly connected, to make the invention commensurate in scopewith clams 1-17.
Applicant hasnot provided any guidance asto what derivativesof t-PA areintended and how the solubility
of such derivativeswould be affected by the addition of an amine and an anionic polymer. Wefind that
asto the derivatives of t-PA, the specification lacks any teaching or guidance asto how to formulae the
claimed compositions without undue experimentation. Genentech, Inc. v. Novo Nordisk A/S,

108 F.3d 1361, 1367, 42 USPQ2d 1001, 1005 (Fed. Cir. 1997).
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Conclusion
For the foregoing reasons, theexaminer’ srgjectionsof clams1-17 under 35 U.S.C. 88 103 and
112 arereversed, and claims 1-17 are subject to a new ground of regjection under 37 CFR
§ 1.196(b).

37 CFR 8 1.196(b) aso providesthat the appellants, WITHIN TWO MONTHS FROM THE

DATE OF THE DECISION, must exercise one of the following two options with respect to the new

ground of rejection to avoid termination of proceedings (37 CFR 8 1.197(c)) asto the rejected clams:
(1) Submit an appropriate amendment of the claims so rejected or a showing of facts
relating to the claims so rejected, or both, and have the matter reconsidered by the

examiner, in which event the application will be remanded to the examiner. . . .

(2) Request that the application be reheard under 8 1.197(b) by the Board of Patent
Appeals and Interferences upon the same record. . . .

Should the appellants elect to prosecute further before the Primary Examiner pursuant to
37 CFR § 1.196(b)(1), in order to preserve theright to seek review under 35 U.S.C. 88 141 or 145 with
respect to the affirmed regjection, the effective date of the affirmanceisdeferred until conclusion of the
prosecution beforethe examiner unless, asamereincident to thelimited prosecution, the affirmed rgection

iS overcome.
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If the appellants el ect prosecution before the examiner and this does not result in allowance of the
application, abandonment or asecond appedl, this case should bereturned to the Board of Patent Apped s

and Interferencesfor find action on the affirmed rgjection, including any timely request for rehearing thereof.

REVERSED
37 CFR § 1.196(b)

EDWARD C. KIMLIN
Administrative Patent Judge )
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