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DECI SI ON ON APPEAL UNDER 35 U.S.C. § 134

1. | nt roducti on

This is an appeal of rejections of Clains 10 to 15, 33,
and 34, all clains pending in this application. Caim 34 stands
rejected under 35 U.S.C. § 112, first paragraph, as based on a
speci fication which purportedly does not provide a witten
description of the clainmed invention. Cains 10 to 15, 383,
and 34 stand rejected under 35 U.S.C. 8 112, first paragraph, as
based on a specification which purportedly woul d not have enabl ed
persons skilled in the art to make and use the full scope of the
clainmed invention. Cdains 10 to 15, 33, and 34 stand rejected
under 35 U.S.C. 8§ 101 as drawn to inventions which | ack practi cal
utility. dains 10 to 15, 33, and 34 stand rejected under
35 U.S.C. § 251 as based on a defective reissue oath.

Clains 10? and 14 read:

10. A nethod for substantially elimnating human
mal i gnant cells froma conbi nati on of human malignant and
normal cells, which conprises:

conbi ni ng under cytotoxic conditions said
conbi nation of cells with an anti body specific for an

expressi on product of a DNA sequence present in a retrovirus
genone or substantially conplenentary to said DNA sequence, which

sequence is expressed in said malignant cells as a surface
protein; and

2 The exam ner incorrectly indicated on page 5 of her Answer

(Ans) that Caim 10 of appellants' Appendix to the brief is correct.

-2 .
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isolating normal cells, substantially free of
mal i gnant cel | s.

14. A nethod for treating a human host suspected of
havi ng mal i gnant cells, which conprises:

adm nistering to said human host under cytotoxic

conditions antibodies to the expression product of a gene, which
gene is part of a retrovirus genone capabl e of inducing
mal i gnancy in a normal cell or which gene is substantially
conpl enmentary to said gene of said retrovirus genone.
Dependent Claim 13 further limts the antibodies enployed in the
met hod of Claim 10 to those specific to the expression product of
the v-nyb or c-nyb gene. Independent Cdaim33 |limts the
anti bodi es adm nistered in accordance with the nethod of C aim 14
to those specific to a cell surface protein expressed by a c-onc
gene substantially conplenentary to a v-onc gene of a retrovirus
whi ch is capabl e of inducing nmalignancy in a normal cell.
| ndependent Caim34 |[imts the antibodies adm nistered in
accordance with the nethod of Claim114 to those specific to an
expression product of c-erb.

We are confused by the exam ner's statenent that "clains 10-
15, 33 and 34 stand or fall together" (Exam ner's Answer (Ans),
page 5). The exam ner apparently recognizes that Cains 10
to 13 are directed to selective elimnation of nmalignant cells

in vitro while dains 14, 15, 33, and 34 are directed to in vivo

t her apeuti ¢ net hods and acknow edges that nethod C ains 13 and 34

- 3 -
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use anti bodies to expression products of c-nyb and c-erb. She
nevertheless finds that "the issues are the sane for all of the
claimed invention" (Ans 4-5, bridging sentence). The examner's
finding disregards the different scope of enablenent, utility and
description required of the specification under the first
paragraph of 35 U.S.C. 8§ 112 for subject matter enconpassed by
claims which differ in scope. We will not blindly follow the
exam ner down the path of |east resistance. The clainms in this
case do not stand or fall together.

2. The cl ai red net hods

Common to all clained nethods is the step of conbining
an anti body to the expression product of a retroviral DNA
sequence which i nduces malignancy in normal human cells, with a
conbi nati on of human malignant and normal cells so to selectively
elimnate only the malignant cells. The conbining step of nethod
Clainms 10 to 13 is perforned in vitro. The conbining step of
Cainms 14, 15, 33, and 34 occurs in vivo follow ng adm ni stration
of an anti body to a hunman host.

The expression products of Cainms 10 to 13 and 33 are cel
surface proteins. Consistent therewith, the specification
suggests that the expression product of the nyb gene of Caim13
appears to be a surface nenbrane protein (Specification (Spec.),

page 13, lines 58 to 60). W find inplicit that the expression
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products of Clains 14, 15 and 34 also are surface nmenbrane
protei ns which act as antigenic markers on nalignant human cells
for the anti bodies adm nistered to a human host and in vivo
cytotoxic activity. The specification teaches (Spec. 14, lines 24
to 26), "The oncogenic proteins are found to be available for
bi nding to anti bodi es as surface nenbrane proteins.”

The basis for our decision on the patentability of the
subject matter clained in this case is not confined to the
four corners of this application, i.e., the Appeal Brief, the
Exam ner's Answer, the Langton Declaration under 37 CFR § 1.132
(Paper No. 7), all supporting publications including those
publ i shed after Novenber 20, 1984, and the prosecution history of
rejections entered in Reissue Application 07/885,142. W have
consi dered the prosecution history of this case inits entirety,
i ncl udi ng argunents made and the evidence of record in the
patented file and its parent applications relative to prosecution
of prior rejections under 35 U S.C. 88 112 and 103 of the subject
matter clainmed in those applications.

3. Di scussi on of the Rejections

A Rej ections under 35 U . S.C. § 112, 1st paragraph

(1) The Witten Description Requirenent

Claim 34 stands rejected for nonconpliance wwth the witten

description requirenent of 35 U.S.C. 8§ 112, first paragraph.
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W affirm
Whet her or not the specification contains a witten
description of the subject matter clainmed is a question of fact.

Vas-Cath Inc. v. Mhurkar, 935 F.2d 1555, 1563, 19 USPQ2d 1111,

1116 (Fed. Cir. 1991). W find no literal support in the
specification for the Caim34 "nethod for treating a human host
suspected of having malignant cells" which conprises the single
step of "adm nistering to said human host under cytotoxic
conditions antibodies to the expression product of a gene
substantially conplenentary to v-erb."” However, the clained

i nvention need not be described ipsis verbis to satisfy the

witten description requirenent of 35 U S.C. § 112, first

paragraph. 1n re Lukach, 442 F.2d 967, 969, 169 USPQ 795, 796

(CCPA 1971). Revisiting the specification, we find in Table 1 an
express teaching that the v-erb oncogene can be found in chickens
(Spec.3) and a positive indication for nRNA in Table 4 allegedly
establishing that an expression product of c-erb is detectable in
enbryo/ fetuses of mce, i.e., evidence that an expression product
of c-erb is detectable in an animal species other than chickens
(Spec. 11, lines 9 to 41; Spec. 12, lines 6 to 7). However,
Caim34 is drawn neither to the expression product of c-erb in
chi ckens or mce nor to a nmethod of treating chickens or mce

wi th malignancy. The exam ner argues that the specification does

- 6 -
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not recogni ze "a human cel lul ar counterpart to v-erb" (Ans 9).
The specification reports that no expression of c-erb
i n human mal i gnancy was detected on the basis of DNA- RNA
hybri di zati on techni ques (Spec. 8, Table 2 and lines 1 to 39).
That artisans |later found c-erb in human mali gnancy does not
remedy the deficiencies of appellants' patent specification as
originally filed. The specification itself nust satisfy the
witten description requirenment of Section 112. Information
which is necessary to satisfy 35 U S.C. 8§ 112, first paragraph,
that cannot be gleaned fromthe original specification nay not be

added later. In re Buchner 929 F.2d 660, 661, 18 USPQ2d 1331,

1332 (Fed. Cir. 1991); In re Brandstadter, 484 F.2d 1395, 1404-

1405, 179 USPQ 286, 293-294 (CCPA 1973); In re Snyth, 189 F.2d

982, 990, 90 USPQ 106, 112 (CCPA 1951).

Moreover, even if the specification were to establish that
persons skilled in the art reasonably could have predicted from
appel l ants' specification that a human cellular counterpart to
chicken v-erb exists, we would still find that the patent
speci fication woul d not have conveyed to persons skilled in the
art as of the filing date of the patent application that
appel l ants invented the nethod of new Caim34. See In re
Gosteli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cr
1989); In re Wlder, 736 F.2d 1516, 1520, 222 USPQ 369, 372
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(Fed. Cr. 1984); In re Kaslow, 707 F.2d 1366, 1375, 217 USPQ

1089, 1096 (Fed. Cir. 1983)(whil e appell ant does not have to
descri be exactly the subject matter clained, the description nust
clearly allow persons skilled in the art to recogni ze that
appel l ant i nvented what is clained).

Caim34 is drawmn to a nethod of treating a human host
suspected of having malignant cells. The nmethod conprises
"adm ni stering to the human host under cytotoxic conditions an
anti body to the expression product of a gene [(c-erb)]
substantially conplenentary to v-erb." According to the
specification, in vivo treatnent of the human host is effected
when (Spec. 14, lines 24 to 29) "[t]he oncogenic proteins are
found to be available for binding to antibodies as surface
menbrane proteins.” While the patent specification states that
"myb protein appears to be a surface protein which is avail abl e
for binding to antibodies" (Spec 13, lines 58 to 60),% it does
not teach or even suggest that the expression product of c-erb is
a surface nenbrane protein. Therefore, the patent specification

does not describe the specific nethod of Caim34, i.e., a nethod

3 Tabl e 24-1 at page 986 of Darnell, Janes, et al., Ml ecular
Cell Biology, Second Edition, Scientific Anerican Books, New York
(1990) (attached) indicates that nyb is |ocated in the nuclear matrix
of | eukem a cells.

- 8 -
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of treating human malignancy in vivo with antibodies to an
expressi on product of c-erb.

The specification does not provide a witten description of
the nethod of Caim34 which is sufficient to allow persons
skilled in the art to recogni ze that appellants invented what is
specifically clainmed. The specification does not describe the
two characteristics of c-erb which it deens essential to
possessi on of the invention. The required characteristics are:
(a) recognition that the expression product of c-erb is a cel
surface nenbrane, and (b) evidence that c-erb is expressed in
human mal i gnancy. Consequently, while we find a general witten
description of a nmethod for treating human malignant cells in
Vivo conprising adm nistering antibodies to a cell surface
protein of a gene (v-onc) which is part of a retrovirus genone
capabl e of inducing malignancy in a normal cell or of a gene
(c-onc) substantial conplenentary to the v-onc, we find no
recognition or suggestion that the expression product of c-erb is
a protein which can be found in a surface nmenbrane of human
mal i gnant cel | s.

(2) The Enabl enent Requirenent

Clains 10 to 15, 33, and 34 stand rejected under 35 U S. C
8§ 112, first paragraph. According to the exam ner, the patent

specification would not have enabl ed persons skilled in the art
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to make and use the full scope of the clained inventions clained.
To sustain this rejection, the exam ner nust provide sufficient
reasons to doubt the objective enabl enent of the invention

appel l ants describe. See In re Marzocchi, 439 F.2d 220, 223-224,

169 USPQ 367, 369-370 (CCPA 1971)(when the PTO rejects clains
under the first paragraph of 35 U . S.C. § 112, it nust explain
why it doubts that the asserted scope of the objective enabl enent
is comensurate with the scope of the protection sought).

Enabl ement is a matter of | aw In re Vaeck, 947 F.2d 488, 495,

20 USPQ2d 1438, 1444 (Fed. Cir. 1991). W affirm

Clains 10 to 13 are clains to in vitro nethods. Cains 14,
15, 33 and 34 are directed to in vivo processes. To enable
persons skilled in the art to use the full scope of the clained
in vivo nmethods for cytotoxically treating nmalignant human cells
w t hout affecting normal cells under the first paragraph of
Section 112, in vitro test results wll rarely suffice. The art
of treating human malignancy in vivo is highly unpredictable.
Wher e physiological activity is concerned, one skilled in the art
reasonably woul d not and properly should not accept in vitro

results as support for in vivo activity. Angen, Inc. v. Chuga

Phar maceutical Co., Ltd., 927 F.2d 1200, 1216-1217, 18 USPQd

1016, 1030 (Fed. Cr.), cert. denied, 502 U S. 856 (1991).
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Therefore, to enable one skilled in the art to use a nethod of
treating human malignancy in vivo based solely on in vitro
testing, as is here the case, sone evidence correlating in vivo
results to in vitro testing at the pertinent tine is required.

See In re Brana, 51 F.3d 1560, 1565 USPQ2d 1437, 1442 (Fed. Cr

1995) (to enable one skilled in the art to use a clinical nethod
based on preclinical testing, the preclinical testing nust be

shown to be statistically significant) and Cross v. lizuka,

753 F.2d 1040, 1050-1051, 224 USPQ 739, 747-748 (Fed. G r. 1985)
(preclinical testing activity nust at |east reasonably correlate
to clinical activity to establish utility). W find no evidence
of record correlating successful treatnent of human malignancy in
vitro to successful treatnent of human malignancy in vivo at the
time appellants' application was first filed.

Wi |l e appellants point to the Langton Declaration and | ater
publications to affirmthe teachings in their specification
(Appeal Brief, pages 9, 11 to 13, and 17 to 18; Hancock, MC.,
et al., Cancer Research, Vol. 51, pages 4575-4580 (1991),
referred to on page 2 of the Langton Decl aration, and a poster
presentation at the AACR/JCR neeting on February 10-14, 1992,
referred to on page 3 of the Langton Declaration), we reiterate
that the specification as originally filed nust satisfy 35 U S. C

8§ 112, first paragraph. [In re Buchner, supra; In re

- 11 -
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Brandstadter, supra; In re Snyth, supra. Ex post facto

affirmations of practical utility, not previously disclosed in

the specification, are irrelevant. 1n re Kirk, 376 F.2d 936,

941-942, 153 USPQ 48, 52-53 (CCPA 1967).

Appel  ants reason that the added evi dence shows the skill in
the art at the tine of appellants' invention. Appellants
therefore adhere to their argunent that, given the teaching of
their specification, persons skilled in the art would have been
able to practice the full scope of the clained inventions at the
time their application was filed w thout undue experinmentation.

Qur reviewng court rejected simlar argunents in Genentech

Inc. v. Novo Nordisk A/S, 108 F.3d 1361, 1365, 42 USPQ2d 1001,

1004 (Fed. Cr. 1997) and stated at 1366, 42 USPQ2d at 1005:

Genentech's argunents, focused al nost exclusively
on the level of skill in the art, ignore the
essence of the enabl enent requirenment. Patent
protection is granted in return for an enabling

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, 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 sclosure. Wile every aspect of a generic claim
certainly need not have been carried out by an
inventor, or exenplified in the specification,
reasonabl e detail nust be provided in order to
enabl e nenbers of the public to understand and
carry out the invention.
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In this case, we scrutinized the original specification for
sonme tangi bl e evidence of an in vivo nethod of selectively
treating malignant cells with anti bodies to the expression
product of a gene of a retrovirus which is capable of inducing
mal i gnancy in a normal cell or a gene substantially conpl enentary
to the retrovirus gene. W find none. Rather, we conclude, as

did the court in Genentech Inc. v. Novo Nordisk A'S, supra, that

appel l ants' specification invites skilled artisans to experinent.
It proffers no nore than the germof the clainmed idea.

Appel l ants' specification |ists various known oncogenes and
their species of origin (Spec.3, Table 1). Having isolated any
one of the known oncogenes, the specification suggests that its
nucl eoti de sequence "nay be determ ned by known neans" ( Spec. 4,
lines 27 to 30). The am no acid sequence of the expression
protein of the oncogene can be determ ned fromthe nucl eotide
sequence (Spec.4, lines 30 to 32). Alternatively, "hybrid DNA
t echnol ogy nmay be enpl oyed for obtaining expression" (Spec.4,
lines 37 to 38). The specification then teaches (Spec. 4,
lines 51 to 56):

Once the protein has been identified and verified,

one can then use the protein or subunit peptides

as an antigen for the production of antibodies for

di agnosis and treatnent. Antibodies can be

prepared in a variety of ways, depending upon

whet her nonocl onal or pol ycl onal antibodies are
desi red.
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We find no reason to doubt that procedures for isolation of
correspondi ng human c-oncs are conventional in the art and woul d
not require undue experinentation of persons skilled in this art.
Thus, we accept the follow ng statenent at face val ue (Spec.5,
lines 55 to 61):
In those situations where the human gene is

different fromthe v-onc, e.g., c-ras, the above

descri bed techni ques may be used for isolating the

gene, nRNA or pseudo-gene and obtai ni ng anti bodi es

to the human expression product.

However, while the specification teaches that "[t] he
anti bodies may be used in a variety of ways" (Spec.6, line 3),
the variety of useful ways may or nmay not apply to the expression
products of each and every c-onc enconpassed by the clains.
Apparently, there are Iimtations or conditions precedent to
each of the variety of uses contenplated. For exanple (Spec.®6,
lines 4 to 9):

In instances where the antigen may be found in a

physi ol ogical fluid at an el evated concentration

only when mal i gnancy exists, the physi ol ogi cal

fluid, such as serum plasm, whole blood or

cerebrospinal fluid may be assayed.
However, it is just as likely that an antigen may not be found in
det ect abl e amounts or findable at all in the physiological fluid
(Spec.6, lines 33 to 34). The specification teaches that the

anti bodi es may be | abel ed and introduced in vivo. However, if

t he anti gens sought by the antibodies are either not present or

- 14 -
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undet ectable in the human host, the anti bodies will not direct
the label to the malignant cell for diagnosis and/or treatnent
in vivo as the specification contenplates (Spec.6, |ines 59

to 62). The specification teaches, "Usually, the antibodies wll
be formulated in a physiologically acceptable carrier . . . and
injected into the host, when possible at the desired site, and
when this is not possible, into a circulating system such as

bl ood" (Spec.6, line 66, to Spec.7, line 2).

The in vivo utility of antibodies for detection and
treatment of human malignancy presunes the exi stence of human
counterparts to recogni zed ani mal antigens. However, Tables 2
and 3 of the specification (Spec.8) indicate that a presunption
that a human counterpart to the expression products of any
specific animal cellular oncogene exists may not be reasonabl e.

Table 2 shows that "[n]o significant expression of nMRNA
sequences honol ogous to c-erb, c-yes, c-abl, c-nos, c-fns, or
c-sis could be detected"” in any form of human mali gnancy
initially tested by DNA-RNA hybridi zati on techni ques (Spec. 8,
lines 32 to 34; enphasis added). Only "[f]our cellular
oncogenes[; c-myc, c-fos, c-ras™, and c-ras® showed a consi stent
pattern of expression in a variety of human tunors" (Spec. 8,

lines 40 to 42). Moreover (Spec.8, lines 52 to 59):
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Messenger RNA sequences related to c-fes were
detected in only 2 of 14 tunors exam ned, both of
t hese were | ung cancers.

C-nyb expression was detected in only one of

14 tunors; this too, was |ung cancer.

C-src nmessenger RNA sequences were observed only in
circulating tunor cells of a patient with | ynphosarcoma

On further testing, c-nmyb, c-src, and c-fes were detected in sone
ot her human tunors, while c-nyc, c-fos, c-ras™, and c-ras® were
detected in all other human tunors exam ned (Spec.9, Table 3 and
lines 48 to 53). Evidence of "c-rel, c-abl, and c-sis expression
was not observed in any of the additional [human] tunor types
exam ned" (Spec.9, lines 54 to 55). The specification reports
that "none of the cellular oncogenes | ooked for were found to be
expressed at any significant level in the single uterine

carci noma eval uated" (Spec.9, lines 56 to 58).

On the other hand, the specification reports that c-fos,
c-abl, c-ras™, c-nyc, c-erb, c-src, and c-sis were detected in
mouse enbryonic tissue (Spec.11l, Table 4). The rel evance of the
detectability of certain c-oncs in nouse enbryonic tissue to the
presently clainmed subject matter escapes us. According to the
specification, the antigen nust be found in a physi ol ogi cal
fluid or on the surface of human malignant cells at an el evated
concentration relative the its concentration in normal fluid or

cells in order to selectively elimnate human nmalignant cells

froma conbination with normal cells in vitro or treat the human

- 16 -
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body for malignancy in vivo without cytotoxicity to normal cells
(Spec.6, lines 4 to 9). That c-oncs were detected in nouse
normal enbryonic tissue is irrelevant at best and at worst

i nconsi stent with nethods which require selective expression of
the c-oncs in human malignant cells to mark and sel ectively

el imnate human malignant cells froma conbination of malignant

and normal cells in vitro or in vivo.

The specification indicates that antibodies to c-nyb reacted
with "radi oactively labeled cell |lysates froma cell line

containing multiple copies of the Avian nyel obl astosis virus and

with lysates fromappropriate non-infected cell |ines" (Spec.13,
lines 9 to 12; we enphasize the reactivity with cell |ysates

rather than cells) and "the plasma of chickens bearing tunors

i nduced by amv" (Spec.13, lines 16 to 17). Mre relevant to the

met hods presented by the appeal ed clains, anti-nyb antisera al so

reacted wth select proteins in |ysates of the nyeloid human

| eukem a cell line (HL-60) which is known to express nmessenger

RNA transcripts of the c-nyb gene (Spec.13, lines 20 to 27).
Wiile the reactivity of antisera to cell lysates of a

myel oid human | eukem a cell |ine suggests that expression

products of c-nyb exist in one type of human nali gnancy, we note

again the specification's teaching that in vivo treatnent of the

human host and in vitro elimnation of malignant cells from

- 17 -
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conbinations with normal cells is effected when "[t] he oncogenic
proteins are found to be available for binding to anti bodi es as
surface nenbrane proteins" (Spec. 14, lines 24 to 29). Thus,
the reactivity of antisera to the |ysate of one type of human
mal i gnant cell reasonably woul d not have suggested to persons
skilled in the art that the expression products of that or any
other c-onc are cell surface proteins which enable selective
identification and treatnment of human tunor cells in vivo or
isolation of malignant cells fromnormal cells in vitro. Wth
regard to human nyb, the specification indicates that "nyb
protein appears to be a surface protein which is avail able for

bi nding to anti bodi es" (Spec 13, lines 58 to 60; enphasis added).
Whet her or not nyb or any other expression product of a c-onc is
in fact a cell surface protein which is available for binding to

antibodies in vivo or in vitro appears to be, based on

appel l ants' patent specification, pure speculation.* This is
especially true for the expression products of c-oncs which were
not detected in any type of human malignancy, e.g., the
expression product of c-erb to which Caim34 is |imted. See
Tables 2 and 3 on pages 8 and 9 of the specification.

We indicated in subparagraph (1) above that all clained

nmet hods, whet her they be nethods of treating human malignancy in

See Footnote 3 on page 8 of this decision.
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vitro or in vivo, require selective binding of antibodies to cel

surface proteins of human malignant cells. Hence, we need not
dwel | on any specific evidence of record which m ght suggest a
correlation between in vitro and in vivo reactivity. Even
presum ng evidence of a statistically significant correl ation
between in vitro and in vivo test results, undue experinentation
still would have been required to use the full scope of al
clainms for selectively locating, treating, or elimnating human
mal i gnant cells froma conbinati on of human mal i gnant and nor na
cells. According to the specification, nyb is the only human
cell protein which appeared to be a cell surface protein. No
ot her cellul ar expression products are so | abel ed. Appellants
point to no evidence of the cell surface reactivity of expression
products of any other c-onc enconpassed by appell ants' broad
clai ns which woul d have been accessible to persons skilled in the
art at the tinme appellants' invention was nmade. Only Caim13 is
directed to elimnating human malignant cells from normal human
cells in vitro or treating human mal i gnancy based on evi dence
whi ch no nore than suggests that the expression product of c-nyb
m ght be a cell surface protein.

But for Caim13, none of appellants' clains are limted to
elimnation or treatnment of only those malignant cells which the

specification indicates are likely to carry a cell surface

- 19 -
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expressi on product of a c-onc. Mreover, but for daim13, none
of appellants' clains are limted to elimnation or treatnent of
only those human malignant cells for which evidence of c-onc
expression products has been detected. Alas, no claimon appeal
islimted to elimnation or treatnent of only those specific
human mal i gnant cells which have been shown to have a cel
surface c-onc expression product. Rather, the clains are
generally directed to a broad concept which, based on additional
experinmentation, may or may not prove valuable to sone extent.
Doubt | ess, persons skilled in the art would have been well
able to determ ne which human malignancies carry those cel
surface proteins which would enable their in vitro elimnation
from conbi nations with normal human cells and selective in vivo

treatment of human mal i gnancy. However, we repeat the w sdom

espoused in CGenentech Inc. v. Novo Nordisk A/S, 108 F.3d at 1366,
42 USPQ2d at 1005 (Fed. Gr. 1997):

[Alrgunments, focused al nost exclusively on the

| evel of skill in the art, ignore the essence of

t he enabl enent requirenent. Patent protection is
granted in return for an enabling disclosure of an
i nvention, not for vague intimtions of general

i deas that may or nmay not be workable. See
Brenner v. Manson, 383 U. S. 519, 536, 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 nmere germ of an i dea does not
constitute enabling di scl osure. Wile every
aspect of a generic claimcertainly need not have

- 20 -
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been carried out by an inventor, or exenplified in

the specification, reasonable detail nust be

provided in order to enable nenbers of the public

to understand and carry out t he inventi on.

Here, the best that can be said for appellants' patent
specification is that it provides an invitation to experinent in
an art where a ounce of hope is enough to incite a ton of
experinmentation. 1In this highly unpredictable art, the scant
i nformation, guidance and direction this specification wuld have
provi de persons skilled in the art does not justify the broad
patent protection appellants seek. The |ater publications
appel lants cite support the argunent that the "germof an idea"

is likely to lead to great discoveries. However, we repeat that

ex post facto affirmations of practical utility, not previously

di sclosed in the specification, are not particularly relevant.
In re Kirk, 376 F.2d at 941-942, 153 USPQ at 52-53.

The art published prior to the filing date of the patent
application, the art published contenporaneous to appell ants’
filing date, the | ater published art, and the conplete history of
prosecution help us to understand just how unpredictable this art
is and how nuch additional experinentation would have been
required for persons skilled in the art to determ ne the
practical scope of the invention appellants here broadly claim

W find fromthe collective infornation that the anpunt
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experinmentation required for this specification to satisfy the
enabl enent provi sion of
35 U S.C 8§ 112, first paragraph, for the full scope of the
subj ect matter enconpassed by the clains before us woul d have
been undue at the tine appellants' patent application was fil ed.
VWiile we find that the procedures persons skilled in the art
woul d have been required to perform woul d have been conventi onal,
we al so find, based on the specification and the published art,
no reasonabl e expectation of success using an anti body after the
prelimnary stages of isolating the antibody. Thus, we find that
t he additi onal experinentation which would have been required at
the pertinent time to enable one skilled in the art to use the
full scope of the clainmed subject matter woul d have been undue in
kind and amount. In our view, appellants' specification is an
invitation to persons skilled in the art to find out just how
practical the concept they describe in their specification is.
Qur findings wwth respect to unpredictability in the art and
undue experinmentation are buttressed by appellants' argunents in
traverse of rejections of their clains under 35 U S.C. 8§ 103 over
cited prior art. Appellants proffered the follow ng response to
the examner's final rejection of March 17, 1987, in Application

06/ 673, 469, now U.S. Patent 4,699,877, the subject of this
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rei ssue application (Paper No. 10, pages 2 to 3, of the patented
application responding to Paper No. 9):

[T]o this day there has been no human virus
associated wth an oncogene . . . [(page 2, third

DI.

[ T] here were a substantial nunber of bird and
animal retroviruses. These retroviruses were
found to occasionally carry a gene, the oncogene,
whi ch woul d transformthe host cell which was the
natural target of the retrovirus. As the
literature shows, sonme of these retroviruses when
used in culture with cells from ot her species,

i ncl udi ng humans, were also found to transformthe
cells in culture to tunorous cells

[ (pages 2-3, bridging T)].

One can never be certain in operating in culture
that the events which are observed can be translated to
a bird or animal host from which these cells were obtai ned.
The fact is that cells in culture are substantially
different fromcells in the live host, as to conditions,
environnent, and also as to the fact that cells in culture are
conprom sed as conpared to their natural environnent.

[Until evidence in the live host establishes the
correctness or erroneous nature of the observations in
culture, there can be no proof that the theory is

correct [ (page 3, first full T].

Argui ng agai nst there being a relationship
bet ween oncogenes observed with retroviruses
associated wth other than humans and cancer in
humans was the fact that retroviruses were
extrenely rare for humans and the two that had
been di scovered did not carry oncogenes.

Secondly, while oncogenes could be shown to
transform human cells in culture, noone [sic, no
one] had ever established that these oncogenes had

- 23 -
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any relationship to the situation in human cancer
cells. There was al so the problemthat the
mechani sm for cancer is still somewhat el usive and
in order to establish relationships, it is
desirable, if not necessary, that there be sone
under st andi ng of the interaction between a
specific material and its effect, in this case
initiating a tunor. Therefore, while it m ght
have seened that there was a rel ationshi p between
oncogenes whi ch had been found with ot her species,
the fact was that until the subject discovery
there was insufficient evidence to warrant the
conclusion that the sane nechani smwas operative
with humans [(page 3, last T)].

Brenner v. Manson, supra, instructs us not to reissue

appel lants a hunting |icense based on this specification. Were
there is uncertainty as to the potential utility of vaccines for
treating or elimnating human nmal adies related to viral activity,
the specification nust in nost cases provide nore than a single

enbodi nent to enable broad clains. Angen, Inc. v. Chuga

Phar maceutical Co., Ltd., 927 F.2d at 1209-1210, 1214, 18 USPQd

at 1024, 1028. Accord In re Wight, 999 F.2d 1557, 1562,

27 USP2d 1510, 1515 (Fed. Cr. 1993). Interestingly, here we
have what appears at best to be one, and based on nore recent
evi dence®, wha appears now to have been no working exanples. W

will follow the wi sdom of Brenner v. Minson, 383 U.S. at 534-535:

The basic quid pro quo contenpl ated by the
Constitution and the Congress for granting a

pat ent nonopoly is the benefit derived by the
public froman invention with substantial utility.

> Revisit Footnote 3 on page 8 of this decision.

- 24 -
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Unl ess and until a process is refined and

devel oped to this point--where specific benefit
exists in current available form-there is
insufficient justification for permtting an
applicant to engross . . . a broad field.

Accordingly, we affirm

B. Rej ections under 35 U.S.C. § 101

Clains 10 to 15, 33, and 34 stand rejected under 35 U S. C
8§ 101. W affirmthis rejection for the sanme reasons we affirned
the examner's rejection of Cains 10 to 15, 33, and 34 under
35 U S.C § 112, first paragraph. 1In our view, the basis for the
exam ner's rejections of the clainmed subject matter under
35 U.S.C. 88 101 and 112, first paragraph, is substantially the
same. The exami ner so indicated in the Answer by grouping the
rejections under 35 U. S.C. 88 101 and 112, first paragraph,
under a single issue, i.e., "does the specification as originally
filed provide . . . an enabling disclosure for those skilled in
the art at the tine the invention was nade to practice the
invention for the utility claimed or disclosed . . ." (Ans 3-4,
bridging ). W hold that appellants' specification does not
establish a practical utility for the full scope of the nethods
cl ai med and accordingly woul d not have enabl ed persons skilled in
the art to use the full scope of the nethods clained for the

pur pose i ndi cat ed.
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Qur view that the rejections under 35 U S.C. 88 101 and 112,
first paragraph, here presented are substantially the sane is

supported by our reviewing court. In re Brana, teaches at 1564,

34 USPQ2d at 14309:

The requi renent that an invention have
utility is found in 35 U S.C. 8101: "Woever

invents . . . any new and useful . . . conposition
of matter . . . may obtain a patent therefor.

." (enphasis added). It is also inplicit in §
112, 91 . .o

Brana al so noted at 1564 n. 12, 34 USPQ2d at 1439 n.12:

This court's predecessor has determ ned that
absence

of utility can be the basis of a rejection under
both 35 U S.C § 101 and 8 112, Y1. 1In re Jolles,
628 F.2d 1322, 1326 n. 11, 206 USPQ 885, 889 n. 11

( CCPA 1980);

In re Fouche, 439 F.2d 1237, 1243, 169 USPQ 429,
434 ( CCPA 1971)

On review of the exam ner's discussion of the nerits of the two
rejections at pages 8 to 12 of the Answer, we see only a
panoram c difference. The exam ner focuses on a clained species
under 8§ 112, first paragraph, and on the cl ai med genus under

8 101. Having considered support for both genus and species
clainms under 35 U.S.C. 8§ 112, first paragraph, we affirmwhat we
view as substantially the sane rejections of identical clains
under 35 U S.C. § 101.

C. Rej ections under 35 U.S.C. § 251

Clains 10 to 15, 33, and 34 stand rejected under 35 U S. C
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8 251 as based on a defective reissue oath. W affirm
A suppl enental reissue oath or declaration is required for
every change in the specification or clainms of an application for

reissue of a patent. 1n re Constant, 827 F.2d 728, 729, 3 USPQd

1479, 1480 (Fed. Cr. 1987). Accord Manual of Patent Exam ning

Procedure (MPEP), 8§ 1444 (5th ed., Rev. 2, Decenber 1985).

"Applicants' attorney has wthheld filing a reissue
declaration until such tine as the clains are otherwise in form
for issuance" (Appeal Brief, page 5). Wether or not the

examner's requirenent to satisfy 37 CFR 8§ 1.175 every tine an

anendnent is entered during prosecution of a reissue patent
application is onerous, appellants appear to concede that they
are required under 35 U S.C. §8 251 to file a supplenental reissue
oath or declaration in this case. Accordingly, we pro forma
affirmthe exaniner's rejection.®

4. Concl usi on

A The examner's rejection of Caim34 under 35 U. S. C
8§ 112, first paragraph (witten description) is affirned.

B. The examner's rejection of ains 10 to 15, 33,
and 34 under 35 U. S.C. 8§ 112, first paragraph (enablenment) is

affirned.

6 Matters of procedure are not within the jurisdiction of

this Board. |In re Watkinson, 900 F.2d 230, 233, 14 USPQ@d 1407,
1409- 1410 (Fed. Gr. 1990). See 37 CFR § 1.181
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C. The examner's rejection of Cains 10 to 15, 33, and 34
under 35 U.S.C. 8 101 is affirned.

D. The examner's rejection of Clains 10 to 15, 33, and 34
stand rejected under 35 U.S.C. § 251 is affirned.

No tinme period for taking any subsequent action in
connection with this appeal nmay be extended under 37 CFR

§ 1.136(a).
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