TH'S OPI NI ON WAS NOT' WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today (1)
was not witten for publication in a law journal and (2) is
not bi ndi ng precedent of the Board.
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UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
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Ex parte BRIAN L. DAVIS, PAUL M CI NO
and LASZLO SZARKA

Appeal No. 95-4692
Application 08/141, 3161

Before and WLLIAMF. SMTH, Adm nistrative Patent Judge,
MCKELVEY, Senior Administrative Patent Judge, and ELLIS,
Adm ni strative Patent Judge.

ELLIS, Adm nistrative Patent Judge.

DECI SI ON ON APPEAL

This is an appeal under 35 U.S.C. §8 134 fromthe fina
rejection of clainms 1 through 18, all the clains remaining in

the application. Cains 1 and 6 are illustrative of the

! Application for patent filed October 22, 1993.



Appeal No. 95-4692
Application 08/141, 316

subject matter on appeal and are attached as an appendix to

this
opi ni on.

The references relied on by the exam ner are:
Terahara et al. (Terahara *227) 4, 346, 227 Aug. 24,
1982
Terahara et al. (Terahara ‘' 859) 4,537, 859 Aug. 27,
1985

Anmerican Type Culture Collection (ATCC), *“Catal ogue of
Bacteria and Phages”, Seventeenth edition, pages 16 and 190
(1989)

The clains stand rejected as foll ows:

l. Clainms 1 through 18 stand rejected under 35 U.S.C.
8§ 112, first paragraph, as being based on a specification
which fails to provide an enabling disclosure.

1. dains 1 through 18 stand rejected under 35 U S. C
8 103 as bei ng unpatentabl e over Terahara ‘227 and Ter ahara

859 and pp. 16 and 190 of the ATCC cat al ogue.

W reverse.

Backgr ound
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e clainmed invention is
rected to a nethod of
epari ng “conpounds
eful as HMG CoA

ductase inhibitors

and/or internediates in the preparation of HMG CoA reduct ase

i nhibitors.”

Specification, p. 1, lines 6-10.

The net hod

conprises contacting a conpound of the formula:

with a mcroorganism selected fromthe genera Nocardi a,

Anycol ata, Saccharopol yspora, Streptomnyces, Anycol atopsi s,

Saccharothrix or Glbertella, or wwth an enzyne derived
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therefrom or an enzyne having the structure of enzyne derived
fromsaid mcroorgani sns, which is capable of catalyzing the
hydr oxyl ati on of the referenced conpound. However, when the
ref erenced conpound is conpactin, the clainmed nmethod excl udes

the use of m croorgani sns sel ected from genera Nocardi a,
Amycol ata and Streptomyces.
l.

The exam ner argues that the appellants have not
denonstrated that the clai med hydroxylation reaction can be
performed with an enzyne, nor have the appellants isolated and
characterized any enzyne. Answer, p. 3. The exam ner further
argues that:

The specification does not contain any evi dence
that the process can indeed be perfornmed by an
i ndi vidual enzynme in a cell free system
Applicant has [sic, applicants have] apparently
I sol ated no enzyne which will acconplish the

cl ai med process and in fact has [sic, have]
really not even shown that the process is nono-
enzymatic in nature and not in fact cel
dependent, hence there is no reasonabl e
expectation that the process is in fact
enzymatic. Therefore w thout any
characterization of the enzymatic reaction or
enzyme itself, applicant has [sic, applicants
have] not enabled clains drawn to the use of an
enzynme as it would require undue experinentation
by one of ordinary skill in the art at the tine
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the invention was made to performthe clai nmed
process in a cell free system [Answer, pp. 3-
4.]
We do not agree with the exam ner’s argunents.
It is well established that the exam ner nay reject the
cl ai rs as bei ng based on a non-enabling disclosure when he has

reason to conclude that one skilled in the art would be unable
to carry out the clained invention. |In re Buchner, 929 F. 2d
660, 661, 18 USPQ2d 1331, 1332 (Fed. Cir. 1991); In re

Mar zocchi

439 F.2d 220, 223, 169 USPQ 367, 369 (CCPA 1971)("“a

speci fication disclosure which contains a teaching of the
manner and process of naking and using the invention in terns
whi ch correspond in scope to those used in describing and
defining the subject mtter sought to be patented nust be
taken as in conpliance with the enabling requirenent of the
first paragraph of 8§ 112 unless there

is a reason to doubt the objective truth of the statenents
cont ai ned therein which nmust be relied on for enabling
support”). Here, we do not find that the exam ner has

appl i ed the appropriate | egal standard for determ ning whether
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a specification provides an enabling disclosure. W caution
the exam ner that the initial burden lies with himto provide
reasons, preferably supported with factual evidence, as to why
it would require undue experinentation for one skilled in the
art to make and use the invention as clained. The factors to
be considered in determ ning whether a disclosure would

requi re undue experinentation have been set forth by the court
inlnre Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed.
Cir. 1988). 1In the case before us, we find that the exam ner
is shifting the burden of proving that the specification

provi des an enabling disclosure, to the appellants. That is,
the examiner is requiring the appellants to provide evidence
that the clainmed process involves an enzymatic reaction, that
it is nonoenzymatic in nature, that it is not cell dependent,
etc. However, the exam ner has not provided any reasons as to
why one skilled in the art would have doubted that the clai ned
method is not enzymatic in nature, or why it would require
undue experinmentation to performthe claimed process in a cel
free system NMoreover, we note that the applied prior art of
record teaches the contrary. W direct attention to Terahara
'227 and ‘ 859 which teach that the hydroxyl ati on of conpactin

6
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is an enzymatic procedure. See, for exanple, Terahara ‘227,
the abstract; col. 2, lines 21-27. The patents further teach
that enzyne-containing extracts can be enpl oyed for the
hydr oxyl ati on
procedure. For exanple, Terahara ‘227, col. 6, lines 35-37,
Terahara ‘859, col. 19, lines 18-23. In view of the
i nconsi stency between the exam ner’s argunents and the prior
art of record, we reverse the rejection.
.

The exam ner has based his concl usion of obviousness on
the teachings of the two Terahara patents and pp. 16 and 190
of the ATCC catal ogue. Terahara ‘227 teaches a method of
prepari ng chem cal conpounds which inhibit the biosynthesis of
chol esterol (an HGW CoA reductase inhibitor; a.k.a.,
pravastatin) by contacting the conpound conpactin, or salts
and esters thereof, with m croogani sns of the genera Micor,
Rhi zopus, Zygorynchus, Circinella, Actinomucor, Gongronella,
Phycomyces, Martierella, Pycnoporus, Rhizoctonia, Absidia,
Cunni nghanel | a, Syncephal astrum and Streptonyces. Terahara

859 teaches that it is advantageous to use m croorgani snms of
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t he genus Nocardia, over those listed in the ‘227 patent,

because M.-236B (conpactin) can be present in the reaction
m xture at a much hi gher concentration.? Terahara ‘859, col.

1, line 63- col. 2, line 8  The ATCC catal ogue provides a
listing of mcroorganisnms within the collection which include,
inter alia, Amycol ata autotropica, ATCC No. 35204, and
Saccharot hri x austral ensis, ATCC No. 31497.

It is the exam ner’s position that:

It would have been obvious at the tine the

i nvention was made for one of ordinary skill in
the art to apply the teachings of Terehara [sic,
Terahara] and hydroxyl yze ot her known

anti chol esterol em ¢ conpounds (which are
structural anal ogs of conpactin) for the
medi ci nal benefits taught by Terehara [sic].

* * *

In fact, it would be [sic, would have been]
a matter of judicious choice and thus obvious to
the skilled artisan to sel ect other
m croorgani sms whi ch would work in the reference
[sic, referenced] process. The teachings of the
reference are so broad that they would have to
be consi dered general teachings as the reference
teaches a nmultitude of m croorgani sns capabl e of
such hydroxylation reactions. Gven this

2 According to Terahara, the M.-236B conpound possesses
antifungal and antibiotic properties. Terahara ‘859, col. 2,
lines 5-8.



Appeal No. 95-4692
Application 08/141, 316

general teaching, it would have been well within
the purview of the skilled artisan to perform
the m crobial process of the references using
ot her m croorgani sns which are closely rel ated
to those used in the reference. The teachings
of the Terehara [sic] references, given their
breadth, provide the skilled artisan with a
reasonabl e expectation that the closely rel ated
m cro-organisns will function in a |Iike nanner
and performthe conversion [ Answer, pp. 5-6].

We find this position untenable.

It cannot be gainsaid that the exam ner has the burden

under 8 103 to establish a prina facie case of obvi ousness.

In re Fine, 837 F.2d 1071, 1074-76, 5 USPQ2d 1596, 1598-
1600 (Fed. Gr.
1988); In re Piasecki, 745 F.2d 1468, 1471-72, 223 USPQ 785,
787-88 (Fed. Cir. 1984). To that end, the exam ner nust show
that sone objective teaching or suggestion in the applied
prior art, or know edge generally available in the art, would
have | ed those of ordinary skill to conbine the teachings of
the references to arrive at the clained invention. Pro-Mld &
Tool Co. v. Great Lakes Plastics, Inc., 75 F.3d 1568, 1573, 37
UsP@d 1626, 1630 (Fed. Cir. 1996); In re Fritch, 972 F. 2d
1260, 1266, 23 USPQ2d 1780, 1783-84 (Fed. Cir. 1992); In re

Fi ne, supra; Ashland Q1l, Inc. v. Delta Resins & Refractories,
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Inc., 776 F.2d 281, 297 n. 24, 227 USPQ 657, 667 n. 24 (Fed.
Cir. 1985), cert. denied, 475 U S. 1017 (1986). It is

i nperm ssible for the exam ner to use the applicants
specification as an instruction manual or tenplate to piece
toget her the teachings of the prior
art. In re Dow Chem cal Co., 837 F.2d 469, 473, 5 USPQd
1529, 1531-32 (Fed. Cir. 1988).

In the case before us, the exam ner’s overall positionis
that since one of ordinary skill in the art routinely
synt hesi zes pravastatin by contacting certain genera of
m croorgani sns® with conpactin, esters or salts thereof, it,
t herefore, would have been obvious to such persons to produce
pravastatin by contacting any genera of mcroorganismwth
conmpactin, or analogs thereof. However, froma fair reading
of the references relied upon by the examner, it is difficult
for us to discern on what basis this conclusion was reached.

In our view, the teachings of the Terahara patents are

® Viz., Micor, Rhizopus, Zygorynchus, Circinella,
Acti nonucor, Gongronella, Phyconyces, Martierella, Pycnoporus,
Rhi zoct oni a, Absidi a, Cunni nghanella, Syncephal astrum
Streptonyces and Nocardi a.

10
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directed to the use of specific genera of m croorgani snms and
specific substrates. W do not find, nor has the exam ner
poi nted out, any teachings in the Terahara patents which woul d
have suggested to those of ordinary skill in the art, the use
of the clainmed genera of m croorgani snms to produce pravastatin
fromconpactin or the clained analogs. On this record, the
only place we find such a suggestion is in the appellants’
specification. Thus, in our view, the exam ner has relied on
i nperm ssible “hindsight” to arrive at the conclusion that the
present invention is obvious over the prior art. Inre
Fritch, supra; Interconnect Planning Corp. v. Feil, 774 F.2d
1132, 1138, 227 USPQ 543, 547 (Fed. CGir. 1985) (“It is
i nperm ssi ble to engage in hindsight reconstruction of the
clainmed invention, using the applicant’s structure as a
tenpl ate and selecting elenents fromreferences to fill the
gaps”) .

Accordingly, the rejection is reversed.

O her [|ssues
Upon return of this application to the corps, the

exam ner shoul d reconsi der whether there is a factual basis

11
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for finding that the specification fails to provide an

enabl ing disclosure with respect to the clainmed enzynes. 1In
so doi ng, the exam ner should bear in mnd the appropriate

| egal standard di scussed above. See In re Marzocchi, supra.
Al so, the test for enablenment is whether one skilled in the
art could make or use the clainmed nethod fromthe teachings in
the specification, coupled with information fromthe art,

wi t hout undue experinentation. Undue experinmentation is not
determined by a single factual inquiry, rather, it is a
finding which is nade after weighing several factors. See In
re Wands, 858 F.2d 731, 737, 8 USPQd 1400, 1404 (Fed. Gr

1988) (“Factors to be considered in determ ning whether a

di scl osure woul d require undue experinentation . . . include
(1) the quantity of experinentation necessary, (2) the anount
and direction or guidance presented, (3) the presence or
absence of working exanples, (4) the nature of the invention,
(5) the state of the prior art, (6) the relative skill of
those in the art, (7) the predictability or unpredictability
of the art, and (8) the breadth of the clains”).

As for the case before us, we acknow edge that the

12
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speci fication does not describe the characterization of any

m crobi al enzynmes which are derived fromthe clai ned

m croorgani sms and whi ch are capabl e of catal yzing the

hydr oxyl ati on of conpactin or anal ogues thereof. Nor does the
speci fication describe the characterization of any enzynes
having the structure of said mcrobial enzymes and which are
capabl e of catalyzing the clainmed hydroxylation reaction. In
consi dering whether it would require undue experinentation for
those skilled in the art to “nake and use” the claimed nethod,
t he exam ner shoul d consider such facts in Iight of the
various factors set forth by the court in In re Wands, supra.
For exanple, what was the state of the art at the tine the
application was filed? Ws the hydroxylation of conpactin and
anal ogs thereof well known in the art? Was this a known and
wel | characterized pathway at the tinme the application was
filed? Wre the enzyne(s) involved known and characterized?
How nuch gui dance does the specifi-cation provide as to the

i sol ation and characterization of such enzyne(s)? How nany
wor ki ng exanpl es of the clainmed enzyne(s) does the
specification provide? |Is the structure of the clained
enzyne(s) predictable based on the teachings of the specifi-

13
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cation, or know edge generally available in the art? Wuld
the isolation of an enzyne having the cl ained properties

require extensive or routine experinentation? Etc.

In maki ng his evaluation, the exam ner should al so
consi der the guidance recently provided by our appellate
reviewi ng court in Genentech, Inc. v. Novo Nordisk, A/S, 108
F.3d 1361, 1366,

42 USPQ2d 1001, 1005 (Fed. Gir. 1997):

Patent protection is granted in return for an
enabl i ng di scl osure of an invention, not for
vague intimations of general ideas that may or
may not be workable. See Brenner v. Manson, 383
U S. 519, 536, 86 S. Ct. 1033, 1042-43, 16

L. Ed. 2d 69, 148 USPQ 689, 696 (1966) (stating, in
context of the utility requirenent, that “a
patent is not a hunting license. It is not a
reward for the search, but conpensation for its
successful conclusion.”) Tossing out the nere
germ of an idea does not constitute enabling

di scl osure. Wiile every aspect of a generic
claimcertainly need not have been carried out
by an inventor, or exenplified in the
specification, reasonable detail nust be
provided in order to enable nmenbers of the
public to understand and carry out the

I nventi on.

In reconsidering the issue of enabl enment, the exam ner
urged to take all of the foregoing into account. If the

exam ner determ nes that the clains on appeal would not have

14
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been enabl ed throughout their scope, he may -if he be so

advi sed- reopen prosecution and institute a fact-based

rejection.
REVERSED
WLLIAMF. SM TH )
Adm ni strative Patent Judge )
)
|
FRED E. MCKELVEY ) BOARD OF
PATENT
Seni or Adm ni strative Patent ) APPEALS AND
Judge ) | NTERFERENCES
)
)
)
JOAN ELLIS )
Adm ni strative Patent Judge )
JE/ cam
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Burt on Rodney

BRI STOL- MYERS SQUI BB COVPANY
P. O Box 4000

Princeton, NJ 085-43-4000
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