The opinion in support of the decision being
entered today is binding precedent of the Trial Section

Paper 39
Filed by: Trial Section Mtions Pane
Box Interference Ent er ed
Washi ngton, D.C. 20231 27 Septenmber 2000

Tel: 703-308-9797
Fax: 703-305-0942

UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

GN,

Juni or Party
(Patent 5, xxx, Xxx),

V.
SW

Seni or Party,
(Application 08/yyy,yyy).

Patent Interference No. 104, vvv

Bef or e: McKELVEY, Seni or Admini strative Patent Judge and
SCHAFER, LEE, TORCZON, GARDNER- LANE and MEDLEY, Adm ni strative
Pat ent Judges

McKELVEY, Senior Adnm nistrative Patent Judge

ORDER DENYI NG GN PRELI M NARY MOTI ON 1



A | nt roducti on

GN Prelimnary Motion 1 (Paper 38) seeks to substitute
proposed Count A (Paper 38, Appendix A) for Count 1 (Paper 1,
page 46), the interference otherw se having been
settled. According to GN, the prelimnary notion will not be
opposed by SW (Paper 38, page 2). In support of the prelimnary

motion, GNrelies,inter alia on a declaration of Dr. RS (EXx

2008) and a portion of the prosecution history of the SW
application (Ex 2002 through Ex 2007) involved in the

i nterference.

B. Fi ndi ngs of fact
The record supports the follow ng findings by a
pr eponder ance of the evidence.
1. The interference was declared on 10 Septenber 1999
(Paper 1, page 1) with a single count (Paper 1, page 46).

2. Count 1 reads as foll ows:

Count 1

A met hod according to clains 1 or 12 of U S. Patent
5, XXX, xxx (GN),
or
a nmethod according to clains 14 or 16 of application

08/yyy,yyy (SW,
or



a conmposition of matter according to clains 20 or 32 of

GN,
or
a conmposition of matter according to clainms 13 or 15 of

SW

3. Claim1l of the GN patent (Ex 2001) involved in the

interference reads (bold added):

GN claim1

A method *** conprising *** providing *** afirst
virion-free nucleic acid construct *** and *** asecond

virion-free nucleic acid construct ***.

4. GN dependent clains 3 and 4 read (bol d added):

GN claim3

The nmethod of claim 1, wherein said first nucleic acid
construct and said second nucleic acid construct are present

on the sanme vector.

GN claim4
The nmethod of claim1l, wherein said first nucleic acid

construct and said second nucleic acid construct are present

on different vectors.

5. Claim 20 of the GN patent involved in the

interference reads (bold added):

GN claim 20




A [conposition of matter] *** conprising a virion-free
first nucleic acid construct *** and *** a virion-free

second nucleic acid construct ***,

6. GN dependent clainms 22 and 23 read ( bold added):

GN claim 22

The mammal i an cell of claim 20, wherein said first
nucl eic acid construct and said second nucleic acid
construct are present on the same vector.

GN claim 23

The mammal i an cell of claim 20, wherein said first
nucl eic acid construct and said second nucleic acid
construct are present on different vectors.

7. According to the prelimnary notion, the invention
claimed by SWis directed only to conpositions and net hods
wherein a first nucleic acid construct and a second nucleic acid
construct are present on different vectors.

8. The prelimnary notion refers to conpositions
wherein the first nucleic acid construct and the second nucleic
acid construct are present on different vectors as a "two-
conponent system "™ These conpositions can also be referred to as
a two-vector system

9. Conpositions wherein the first nucleic acid

construct and the second nucleic acid construct are present on



t he sane vector are referred to in the prelimnary notion as a
"one-conponent system "™ These conpositions can also be referred
to as a one-vector system

10. According to the prelimnary notion, "the only
conmon subject matter clainmed" by both parties is the two-vector
system

11. Further according to the prelimnary notion,
the subject matter of the GN one-vector clains 3 and 22 is
directed to an invention which is said to be separately
patentable fromthe subject matter of the SWtwo-vector clains.

12. CGN therefore noves to have proposed Count A
substituted for Count 1.

13. Proposed Count A reads (new material in bold

and del eted material in brackets and st+rikeout):

Pr oposed count A

A met hod according to clains 4 [4] or 12 of U. S. Patent
5, xxx, xxx (GN),
or
a method according to clains 14 or 16 of application
08/yyy,yyy (SW,
or
a conposition of matter according to clains 23 [208] or
32 of G\,
or



a conmposition of matter according to clains 13 or 15 of
SW

14. If OGN prelimnary notion 1 were to be granted, GN
claims 3 and 22 woul d be designated as not corresponding to Count
A

15. I n support of the prelimnary notion, GN has filed
a declaration of Dr. RS (Ex 2008).

16. Dr. RS is an enployee of *** [the] assignee of the
GN patent (Ex 2008, 1 1).

17. He holds a Ph.D. in biochem stry, cell and
nmol ecul ar biology from*** University (Ex 2008, f 2).

18. Dr. RS is not a naned inventor (Ex 2008, 1 4).

19. Dr. RS states that he has reviewed both the GN
patent and the SWapplication involved in the interference (Ex
2008, 1 4).

20. According to Dr. RS, the GN patent describes both
a one- and two-vector system while the SWapplication describes
only a two-vector system (Ex 2008, | 5).

21. Dr. RS tells us (Ex 2008,  6):

One advantage of the one-vector system is the need to
prepare only one vector. However, a mmjor advantage of the
two-vector systemis that the rep sequences is [Sic--are?]
separated fromthe provirus, thereby mnim zing the
possibility of integration of therep gene into the host
genone.



22. Dr. RS states the follow ng opinion (Ex 2008, 1
7):

| have been asked to consider whether one of ordinary
skill in the art, given the one-vector system described [by
GN], would be taught that a two vector system would be
practicable with a reasonabl e expectation of success, as of
about 1994-1995. At that time, nmy conclusion is [that] he
woul d not. The proper incorporation, transfection and
expression of all necessary information provided in a one
vector system could not be reasonably predicted, at that
time, to be successfully conpleted in a two vector system
w t hout experinmentation to determ ne the success of the
sane. The outconme of those experinents, including
determ nati on of whether a suitable two vector system could
be prepared, could effectively be used to transfect a
eukaryotic host, and then whether the transformt woul d
properly express the heterol ogous genetic information, could
not have been predicted with any reasonabl e degree of
confidence as of 1994.

23. In forwardi ng the involved GN patent and the SW
application files to the board for a determ nation of whether an
interference should be declared, the exam ner prepared a
statenment under 37 CFR § 1.609(b) [Rule 609(b)].

24. In the Rule 609(b) statenment, the exanm ner notes
(pages 4-5):

Dependent clainms 3, 4, 22, and 23, which recite that the
first nucleic acid construct and the second nucleic acid



construct are constructed either on the sanme vector or on
two different vectors, are directed to the sane patentable
i nvention disclosed in clains 1-8, and 14-16 of SWet al
because clains 2-8, and 13-16 of SW et al. enconpass the
presence of two different vectors in the clainmed process
and/ or conpositions, e.g., see Exanple 1 at page 11 of SW

et al. Furthernore, it woul d have been prim facie

obvi ous for one of ordinary skill in the art to have

enpl oyed one vector conprising two nucleic acid constructs
which are ligated directly together, wherein therep gene
product is producedin trans fromone nucleic acid construct
with respect to the other nucleic acid construct, with a
reasonabl e expectation of success, particularly since
nucleic acid vectors that accommodate a | arge nunber of
inserts or separate nucleic acid constructs that are |igated
directly together via appropriate restriction sites are
routinely enployed in the art,e.qg., Berkner, Bio

Techni ques, Vol. 6, 7, pp. 616-628, 1988, especially

colum 3 at page 620. Note also that Sanul ski et al.

(WO 94/ 13788, copy attached) teach that arep coding
sequence can be included in the same plasm d vector that
conprises a separate construct expressing an exogenous gene
product, e.g., page 12, lines 25-31, Fig. 8).

25. Dr. RS, while nmentioning the phrase "one of

ordinary skill in the art,"” fails to state his understandi ng of
t he neani ng of the phrase.

26. Dr. RS, while testifying that "given the one
vector system one would not be taught that "a two vector system

woul d be practicable with a reasonabl e expectati on of success”,
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fails to address any other prior art, including, for exanple, the
prior art mentioned in the exam ner's Rule 609(b) statenent.

27. Dr. RS, while testifying that the "success"” of the
t wo-vector system "could not have been predicted with any
reasonabl e degree of confidence as of 1994" does not address
(1) the exam ner's contrary conclusion or (2) the prior art

relied upon by the exam ner in support of his conclusion.

C. Di scussi on

1.

A party filing a motion in an interference, including a
prelim nary notion, has the burden of proof to show that it is
entitled to the relief sought in the motion. 37 CFR 8 1.637(a).
The burden exists even when the notion is not opposed and the
interference otherwi se may have been settled. As applied to the
facts of this case, GN was under a burden to establish by a
preponderance of the evidence that the one-vector invention of GN
claims 3 and 22 is directed to an invention which is separately
patentable fromthe two-vector invention clainmed by SW The nere
fact that a one-vector system and a two-vector system may not
overlap in scope does not per se establish that a one-vector
system does not interfere-in-fact with a two-vector system

Aelony v. Arni, 547 F.2d 566, 192 USPQ 486 (CCPA 1977) (an

interference-in-fact held to exist between a claimto a nethod of
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usi ng cycl opentadi ene and a claimto a nethod using butadi ene,
i soprene, dinethyl butadi ene, piperylene, anthracene, perylene,
furan and sorbic acid; the clainms were held to be directed to the
sane patentable invention even though they did not overlap in
scope) .

Among ot her things, GN was under a burden to establish
(1) the scope and content of the relevant prior art, (2) any
difference between the subject matter of clains 3 and 22 and the

prior art and (3) the level of skill in the art.Gahamv. John

Deere Co., 383 U. S. 1, 17 (1966). For the purpose of the
prelimnary notion, the SWtwo-vector systemis presuned to be
prior art. The presunption is based on the assunption that SW
prevails on priority. |If SWprevails on priority, then GN woul d
be entitled to clainms 3 and 22 only if those clains define an
invention which is separately patentable fromthe subject matter
claimed by SW |If GN prevails on priority, it does not matter
whet her GN one-vector clains 3 and 22 are patentably distinct
fromany GN two-vector clainms, because the GN two-vector clains
cannot be prior art vis-a-vis the GN one-vector clains.

I n addition, GN was under a burden to establish that given a
t wo-vector system a person having ordinary skill in the art
woul d not have found the one-vector systemto have been prim

facie obvious. As part of its case, OGN undertook to establish

that a person having ordinary skill in the art reasonably would
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not have expected success. In re O Farrell, 853 F.2d 894, 903, 7
USP@2d 1673, 1681 (Fed. Cir. 1988) (absolute predictability not
requi red for obviousness--reasonabl e expectati on of success is
sufficient).

In 42 of the NOTI CE DECLARI NG | NTERFERENCE ( Paper 1,
page 32), the parties were instructed as foll ows:

Affidavits expressing an opinion of an expert nust
di scl ose the underlying facts or data upon which the
opinion is based. See Fed. R Evid. 705 and 37 CFR
88 1.639(b) and 1.671(b).

Opi ni ons expressed w thout disclosing the
underlying facts or data may be given little, or no,
wei ght. See Rohm and Haas Co. v. Brotech Corp. 127
F.3d 1089, 1092, 44 USPQ2d 1459, 1462 (Fed. Cir. 1997)
(nothing in the Federal Rules of Evidence or Federal

Circuit jurisprudence requires the fact finder to credit
t he unsupported assertions of an expert w tness).

Based on his testinony, we cannot reasonably be sure if

Dr. RS understands the nmeaning of "one of ordinary skill in the
art." We generally give no weight to expert testinony on the
ultimte i ssue of obviousness. However, the level of skill in

the art is a factual matter and is properly the subject matter of
expert testinony. But, unless we know the expert's understandi ng
of the neaning of the phrase "one of ordinary skill in the art,”
we are not in a very good position to give nmuch weight to the
expert's "level of skill in the art" testinmony. W need to have
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sone i dea of "What does a person having ordinary skill in the art
know?" A carpenter knows how to use a hamrer and a saw. \What
does a person having ordinary skill in the one-vector and two-
vector systems know? Dr. RS does not tell us.

Further based on his testinony, we cannot reasonably be
sure that Dr. RS was aware of, or considered, any prior art--
ot her than the SWtwo-vector system-in rendering his opinion.
The only prior art which we find discussed in his testinmony is
the SWtwo-vector system Facially, on this record, there
is other relevant prior art--that discussed in the examner's
Rul e 609(b) statenment. On this record, a conplete analysis of
whet her success woul d have been expected necessarily nust be
based on all relevant prior art. Since Dr. RS does not nention
the prior art cited by the exam ner in the Rule 609(b) statenent,
we decline to credit his testinmony with respect to whether one
skilled in the art would or would not have expected success.
Moreover, we will not undertake to evaluate Dr. RS s opinion vis-
a-vis that of the exam ner wi thout an analysis by GN.

Dr. RS s testinony does not denonstrate that he was
instructed by counsel with respect to the factual standards which
are to be used in resolving obviousness issues. For exanple, we
have not been pointed to any evidence that Dr. RS was aware of
the prior art cited by the examiner. VWile a difference between

a one-vector system (GN clainms 3 and 22) and a two-vector system
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(SWclaims) is identified by Dr. RS, the prior art cited by the
exam ner and the level of skill is not discussed.

In the prelimnary nmotion, GN nmakes reference to, and relies
on, part of the prosecution history of the SWapplication (EXx
2002 through Ex 2007). According to G\, "when argunents were
presented [by SWduring the SWapplication prosecution] to the
Exam ner that one conmponent systens and two conponent systens
were patentably distinct, the present two conponent SWcl ai ns
were allowed over prior art which was directed to a single
conponent system' (Paper 38, page 12, T 29). Qur principal
difficulty with the prosecution history argunment is that the
argunment does not take into account (1) the seem ngly contrary
position expressed by the examner in the Rule 609(b) statenent
which (2) necessarily is based on (a) the presumed prior art as
represented by SWs clainmd subject matter and (b) other prior
art cited in the Rule 609(b) statenent.

In effect what GN has asked us to do is accept Dr. RS s
concl usi ons, w thout a sufficient underlying factual basis. For
reasons given above, we decline to give nuch, if any, weight to
Dr. RS s opinions, even though there was no cross-exam nati on and
even though the prelimnary notion is not opposed.

Alternatively, GN asks us to scour the record to see if sonehow
the position urged by GN nay be supported. We |ikew se decline
to diginto the record to see if we m ght be able to somehow make
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out a case for G\; we will not take on the role of an advocate
for GN
2.

Whi | e not necessarily applicable to the case before us, we
take this opportunity to nake the foll ow observations with the
hope that they may be of help to parties involved in
interferences, as well as patent practitioners who represent
t hose parties.

The board's ex parte and interference backl ogs are
consi derable. The board, as a whole, has had sone success this
past year in reducing both backlogs. However, as a matter of
policy, we cannot, and should not, undertake in interference
cases to fill gaps in proofs which are otherwi se manifestly
insufficient. In an interference, the burden is on a party--not
the board--to establish its case. The Trial Section recently has
experi enced nunerous--far too many--situations where a party in
an interference, in essence, says:

Here is the evidence. | do not have tinme to discuss the
evidence in detail, but if you look through it, you will see
the nerit of my case.

To the extent that there are parties, or patent practitioners
representing those parties, who have a notion that we are going
to do their job, now would be a good tinme for those parties and
counsel to disabuse thenselves of that notion. W sinmply are not
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goi ng to expend board resources to try to "bail out" those who

ask us to search a record to prove (or disprove) their case.

DeSilva v. Dileonardi 181 F.3d 865, 866-67 (7th Cir 1999) ("A
brief nmust make all argunments accessible to the judges, rather
than ask themto play archaeol ogist with the record.").

The tinme it would take us to "bail out” those who file sloppy
nmotions is much better spent on attending to cases, both ex parte
and interferences, where parties and their attorneys have
present ed proper notions based on proper records. There is no
substitute for a properly filed notion which is fully supported
by citations to a properly filed record coupled with a conci se
argument in support of a position.

The Trial Section recently has had consi derabl e experience
with prelimnary notions filed following a settl enent.
Under st andabl y, such prelimnary notions are often unopposed.

The fact that a nmotion is not opposed does not operate to relieve
a party fromthe burden of proof inposed on all parties filing
notions by 37 CFR § 1.637(a).

We are under an inpression--perhaps incorrectly--that
parties filing an unopposed notion after "settlenment” seemto
believe that the board will, or should, "automatically" grant the
nmotion. Many unopposed notions make only a mnimal, often
insufficient, effort to factually or legally support a position

ur ged.



In a contested notion, the board can expect opposing parties
to present both evidence and argunment in favor of and against a
particul ar position. Once there is a settlenent, the
interference at least in sonme respects ceases to be an
adversari al proceeding. W encourage settlement and assune that
all settlment efforts are good faith efforts. However, the fact
that an interference may have been settled, pending resolution of
certain patentability issues, should not be taken as a license to
authorize a party to file a profunctory notion that the party
feels we will, or have to, "automatically" grant. Moreover,
settl ement does not invest a party with authority to engage in
shenani gans in an attenpt to banboozle the board into a certain
result. The public interest associated with the grant of a
patent for a patentable invention and patent practitioner's
et hi cal obligation for candor before this tribunal sinply demand

nor e.



D. Oder

Upon consideration of GN Prelimnary Mdtion 1, and for the

reasons given,

it is

ORDERED that the notion is denied.

FRED E. McKELVEY, Seni or
Adm ni strative Patent Judge

Rl CHARD E. SCHAFER
Adm ni strative Patent Judge

JAMESON LEE
Adm ni strative Patent Judge

Rl CHARD TORCZON
Adm ni strative Patent Judge

SALLY GARDNER- LANE
Adm ni strative Patent Judge

SALLY C. MEDLEY
Adm ni strative Patent Judge
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