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Bef or e: McKELVEY, Seni or Adm ni strative Patent Judge and

SCHAFER, LEE and TORCZON, Adm ni str at

i ve Patent Judges

McKELVEY, Senior Admi nistrative Patent Judge

ORDER DECI DI NG NAU M SCELLANEQUS MOTI ON 2

A. | nt roducti on

NAU M SCELLANEQUS MOTI ON 2 (Paper 51) requests that the

board return OHUCHI DA REPLY 1 (Paper

48) and an acconpanyi ng



DECLARATI ON OF NARI TO TATEI SHI (Paper 49). Alternatively, Nau
asks for leave to file a reply to OHUCH DA REPLY 1.

OHUCHI DA OPPOSI TI ON 2 (Paper 54) opposi ng NAU M SCELLANEOUS
MOTI ON 2 and NAU REPLY 2 (Paper 56) have also been filed and
consi der ed.

| ssues raised by NAU M SCELLANEOUS MOTI ON 2 are inportant
with respect to the adm nistration of justice before the board in
interferences. Hence, we take this opportunity as a Trial

Section to address those issues.

B. Fi ndi ngs of fact

Decl aration of the interference

1. The interference was decl ared on Novenber 30,
1998 (Paper 1) and involves a single count.

2. Nau is involved on the basis of its U S.
application filed May 22, 1995.

3. Nau has been accorded the benefit for the purpose
of priority of an earlier U S. application filed August 30, 1994.

4. Ohuchida is involved on the basis of its U S.
application filed July 23, 1996.

5. Ohuchi da has been accorded the benefit for the
pur pose of priority an earlier U S. application filed June 1,

1994.



6. Since Ohuchida's priority benefit date is prior
to Nau's priority benefit date, GChuchida is senior party. 37 CFR
§ 1.601(m.

Interfering subject matter

7. The sole count of the interference reads:

A met hod according to any of clains 16, 24 or 30
of the Nau application
or
a method according to claim 11l of the OChuchida
appl i cati on.

8. Chuchi da claim 11 reads:

A method for treating diseases induced by reactive
astrocytes, which conprises adm nistering an effective
amount of a conpound of the formula (X

[formula (X) is then set out]
or non-toxic salts thereof or acid addition salts
t her eof .

9. Chuchida claim 23, which depends from Chuchi da
claim 11, and has been designated as corresponding to the count,
reads:

A met hod according to claim 11, wherein the disease is
Al zhei mer's di sease ***,

10. Chuchida claim 24, which depends from Chuchi da
claim 11, and has been designated as corresponding to the count

reads:



A met hod of claim 11, wherein said conpound of the

formula (X) is 2-propyl pentanoic acid.

Early proceedings in the interference

11. OChuchida clainms the benefit of three Japanese
patent applications, the earliest of which was filed on June 1,
1993 (Ohuchi da Ex. 2002, second page--which is unnunbered).

12. At the time the interference was decl ared,
Chuchi da was not accorded priority benefit of any of the three
Japanese patent applications (Paper 1, page 41).

13. An early determ nation of Ohuchida's priority
benefit date woul d expedite proceedings in this interference.
Accordingly, an ORDER (Paper 2) was entered sinultaneously with
t he declaration of the interference which authorized Ohuchida to
file a prelimnary notion before the normal tines set for filing

prelim nary notions.

GChuchida Prelimnary Mtion 1

14. Chuchida tinmely filed OHUCHI DA PRELI M NARY
MOTI ON 1 (Paper 31) in which benefit for the purpose of priority
was sought for each of the three Japanese patent applications.

15. In a "FACTS" section in its prelimnary notion,
Chuchi da set out 21 allegations of fact.

16. According to a translation of the earliest

Japanese patent application (Ohuchida Ex. 2002, page 8):



2- Propyl pentanoic acid *** and non-toxic salts
t hereof of the present invention are useful for
i nprovenent of cerebral function, for [exanple] in
ani mal s i ncludi ng human bei ngs, especially human
bei ngs, because they have an activity of functional
i nprovenent of astrocyte and their toxicity is very
| ow. An object disease, for exanple ***, [is a]
Neur odegener ati ve di sease (e.g., Alzheiner's disease

***)

17. Dosage ampunts are described in the earliest
Japanese application at page 9.

18. According to Chuchida, Exanple 1 of the earliest
Japanese application describes the effects of sodium val proate on
astrocyte functions (Chuchida Ex. 2002, pages 11-12).

19. Sodium val proate is the sodiumsalt of val proic
acid. Valproic acid is another name for 2-propyl pentanoic acid.
See Merck Conpound 10049 in The Merck I ndex, page 1691 (12 ed.
1996) .

20. Simlar effects are described in Experinment 1
of the Ohuchida U. S. application involved in the interference
(pages 41-42).

21. Ohuchida reasons in its prelimnary notion that it
is entitled to the benefit for the purpose of priority of the
Japanese patent application based on a description therein of a
met hod using val proic acid which OChuchida maintains is within the

scope of the count.



Nau opposition to GChuchida's prelimnary notion

22. 1 n opposing GChuchida's prelimnary notion, Nau
adm ts or denies each of the 21 factual allegations which had
been set out by Ohuchi da.

23. Nau al so sets out additional facts in nunbered
par agr aphs 24 through 39.

24. On the nerits, Nau argues that OChuchida is not
entitled to priority benefit because the specification of the
Japanese patent application is not enabling within the meani ng of
the first paragraph of 35 U . S.C. § 112.

25. In particular, Nau argues that the Japanese patent
appl i cations do not describe an enabling enbodi nent within the
scope of the count.

26. In support of its position, Nau relies on a
DECLARATI ON OF DAVID E. PLEASURE, M D. (Nau Ex. 1012) (Paper 44).

27. According to Dr. Pleasure, the Japanese patent
applications do not provide sufficient information to allow one
of ordinary skill in the art to conclude that the conpounds of
formula (X) can be used in the nethod defined by the countsde

e.g., Nau Ex. 1012, page 2).

Ohuchida's reply

28. Ohuchida filed OHUCH DA REPLY 1 (Paper 48) to

respond to Nau's opposition.



29. Inits reply, OChuchida purports to respond to the
addi tional facts set out in paragraphs nunbered 24 through 39 of
Nau' s opposition.

30. For the nobst part, however, OChuchi da does not
admt or deny the additional facts set out by Nau. Rather,
Ohuchi da maintains that the facts "are irrelevant.”

31. For exanple, responding to Nau's additional
facts 24-26 and 33, Ohuchida states:

Nau's allegations *** with respect to "invented
conmpounds” are irrelevant, because the count is
directed to nmethods of therapy and use of the
conmpounds.

32. OHUCHI DA REPLY 1 was acconpani ed by a DECLARATI ON
OF NARI TO TATEI SHI ( Paper 49).

33. In his declaration, M. Tateishi expresses
opi nions which are contrary to those expressed by Dr. Pleasant on

behal f of Nau.

Addi ti onal observations

34. At this point in the proceedings, it will be
assunmed that both Dr. Pleasant and M. Tateishi are qualified to
express the opinions set out in their respective declarations.

35. Neither Dr. Pleasant nor M. Tateishi have been
cross-exam ned. Hence, credibility cannot be realistically

assessed at this tine.



C. Di scussi on

1. Chuchida's "irrelevant™ responses to
Nau's additional facts

Procedures have been adopted by the Trial Section of the
Interference Division of the board to nmake resol ution of
interferences just, speedy and inexpensive. 37 CFR 8 1.601. One
of those procedures requires that an opponent in an opposition:

shall set out *** [w] hether each fact alleged by the
nmoving party is admtted, denied or that the opposing
party is unable to admt or deny the fact alleged.

See Paragraph 26(b)(2) of the NOTI CE DECLARI NG | NTERFERENCE
(Paper 1). There is a simlar requirenent for replies.See
Par agr aph 26(c)(2) of the NOTI CE DECLARI NG | NTERFERENCE
(Paper 1).

An allegation that a fact set out in a notion or opposition
is "irrelevant” does not conply with the noted provisions of the
NOTI CE DECLARI NG | NTERFERENCE. What is required by the NOTI CE
DECLARI NG | NTERFERENCE is that the fact set out be admtted,
denied or that a party assert that it is unable to admt or deny
the fact alleged. It is in the argunent portion of a notion that
a party may properly maintain that a fact is irrel evant.

OHUCHI DA REPLY 1 does not conply with Paragraph 26(c)(2) of
t he NOTI CE DECLARI NG | NTERFERENCE. Rat her, OChuchida attenpts to

avoi d direct adm ssions or denial s. Ohuchi da's action nmakes it



very difficult for the board to determ ne what facts are or are
not di spute.

Since OHUCHI DA REPLY 1 does not conply with the NOTI CE
DECLARI NG | NTERFERENCE, it will be returned. Ohuchida shall be
given an opportunity to present a reply which neets the letter
and spirit of the procedures designed by the Trial Section.

Parties in interferences are put on notice that, in the
future, a response which nmaintains that an allegation of fact is
irrelevant will be taken as an admi ssion that the fact is true
and correct. A party will not be able to later maintain that the

fact is not correct. Conpare Marshall v. Sedl ock and Francisco,

Inc., 83 Lab. Cas. (CCH) P33,641, 1978 U.S. Dist. LEXIS 18964

(E.D. Mch 1978) (copy attached) andunlop v. Quality Spring

Products, Inc., 20 Fed. R Serv. 2d (Callaghan) 561, 1975 U.S.

Dist. LEXIS 12010 (WD. Mch 1975) (copy attached) (both hol di ng
that an avernment in a pleading that a fact is inmaterial is
insufficient to constitute a denial of the fact all eged).See

also Reed v. Hickey 2 F.R D. 92, 1941 U S. Dist. LEXIS 2101

(E.D. Pa. 1941) (copy attached) (holding that when an all egation

of fact is neither admtted nor denied, "but proof there is

demanded if material” is not a denial).
2. The Tateishi declaration
a.
It has | ong been the perception of nost, if not all, of the

adm ni strative patent judges of this board that counsel routinely

-9 -



rai se new argunments and present new evidence with replies.
Presentati on of new argunments and evidence with replies raise
several concerns which the Trial Section had hoped to elininate
t hrough requirenments in the NOTI CE DECLARI NG | NTERFERENCE.

One concern is whether a good faith effort was nade in the
first instance in filing a notion, including a prelimnary
motion. To this end, it is the practice of the Trial Section to
consider a notion. If it finds that the notion fails to make out

a prima facie case for relief, the notion may be denied w t hout

consi deration of any opposition or reply. The Trial Section does
not deemit fair to an opponent when a party "gets its licks in"
for the first time at the reply stage after the opponent can no
| onger submt evidence and/or argunent. In short, the Trial
Section hopes to elimnate the unfair tactical advantage which
can be gained through inproper replies.

Anot her concern is that inproper replies make the deci sion-
maki ng process difficult. It is time-consumng to read a notion
only to discover that the issue to be resolved is joined at the
reply stage. Hence, new argunents and new evidence at the reply
stage generally result in inefficient adm nistration of justice
inefficient, all contrary to the philosophy set out in 37 CFR
§ 1.601.

The Trial Section's concern with replies is not a new

devel opnent. At the tinme the "new' interferences rules were

bei ng considered, it was proposed to allow replies only for

- 10 -



certain notions. Notice of Proposed Rul enaki ng, Patent

I nterference Proceedings, 49 Fed. Reg. 3766, 3776 (col. 3),

(col. 2) (Jan. 30, 1984). As a result of coments received

following the notice of proposed rul emaking, it was decided

perm t

observation can be found in the Notice of Final

added) :

replies in all instances. However, the follow ng

Anot her conmment nade at the hearing suggested
that a reply to an opposition to a nmotion should
be permtted as a matter of course. Upon
consi deration of the comment, it has been decided
to authorize the filing of replies to opposition
to all nmotions. Presently, replies are permtted
as a matter of course only for oppositions to
nmotions under 37 CFR 1.231 [1984]. Section
1.638(b), as changed, would permt the reply in
every instance. The PTO over the years has
recei ved conpl aints concerning the inability of a
party to file replies. The change being nade in
8§ 1.638(b) will be reviewed sonetinme in the future
to determ ne whether authorizing replies is
hel pful to the Board and/ or whether undue delay in
resolving interference occurs because replies are
filed. Moreover, the PTOw ||l make a judgnment on

whet her "new i ssues" are being raised as a matter

of course in replies. It can thus be seen that

the change in authorizing replies may be

consi dered experinental and could be changed in

the future if found to be counter-productive or

3793

to

Rul e (enphasis



inconsistent with the objective of resolving
interferences in a relatively pronpt manner

Notice of Final Rule, Patent Interference Proceedi ngs, 49 Fed.
Reg. 48416, 48442 (col. 3) (Dec. 12, 1984). The Trial Section
has gone out of its way to elimnate the raising of new argunents
in replies. See Paragraph 31 of the NOTI CE DECLARI NG

| NTERFERENCE. If the interference bars wishes to retain its
option of being able to file replies, then it should make every
effort to avoid raising inproper new argunents and presenting

i nproper new evidence with replies. Qite frankly, if the
efforts of the Trial Section are not successful, we see the next
step as a proposal to anmend the rules to permt a reply only with

| eave of an adm nistrative patent judge.

b.

In I'ight of the comments nmade in subpart "a" above, the
presentation of the Tateishi declaration with Ohuchida's reply,
as opposed to with the prelimnary notion, gave us pause.

However, what appears at first blush to be an unfair advantage
gai ned by OChuchi da, upon mature reflection, turns out not to be

t he case. Nevertheless, Nau has been placed in an untenable
position, but not because Chuchida filed new argunents and new
evidence with its reply. Rather, it is the circunstances of this

case which place Nau behind the eight ball.



C.

We start our analysis with the interference as decl ared.

The exam ner held that the specification of the involved Ohuchida
application describes the invention of OChuchida claim11l in the
manner required by the first paragraph of 35 U.S.C. 8§ 112. |If

t he exam ner had felt otherw se, Chuchida claim 11l would have
been rejectedex parte and the Ohuchida and Nau files woul d not
have been forwarded to the board for declaration of an
interference.

Chuchi da was not accorded the benefit for the purpose of
priority of its Japanese patent applications at the tinme the
interference was declared. Hence, Ohuchida had to file a
prelimnary notion for priority benefit. 37 CFR §8 1.633(f). The
party noving for benefit bears the burden of proof. 37 CFR

8§ 1.637(a). See also Kubota v. Shibuya 999 F.2d 517, 27 USPQd

1418 (Fed. Cir. 1993) (agreeing with the Conm ssioner that the
nmovi ng party had burden of proof on notions filed prior to
amendnment of Rule 637(a); 58 Fed. Reg. 49432, 49434 (Sept. 23,
1993)) .

In this case, however, the specification of the involved
Chuchi da application and the specification of the Japanese patent
application appear to be simlar--at |east where it counts.

G ven the exam ner's treatment of the involved Ohuchida U S.
application, it does not logically follow that GChuchi da would be

expected to i magi ne and respond to all possible argunents which

- 13 -



m ght be made by Nau in an opposition. Rather, in this case, the
i ssue of non-conpliance with the first paragraph of 35 U.S.C.

§ 112 surfaces--properly--for the first time upon the filing of
Nau's opposition. The issue of non-conpliance is joined--again
properly--when Chuchida filed its reply. Thus, despite the
burden of proof provisions of 37 CFR 8§ 1.637(a), this is a case
where a benefit application contains a statenment of utility which
appears sufficient on its face. An issue of its insufficiency
arises only after an opposition is filed.

In view of the circunstances of this case, it mght be said
that a de facto shift in the burden of proof to Nau has occurred
even though thede jure burden of proof remains on GChuchi da.
Chuchi da had a reasonabl e expectation that the PTO would find its
Japanese application sufficient given the exam ner's treatnent of
its involved U S. application. On the other hand, Nau had no
i nput during theex parte prosecution of the Ohuchida application
prior to the interference. W sinply do not know whet her the
exam ner woul d have rejected Chuchida's clainms for failure to
conply with the first paragraph of 35 U S.C. §8 112 had the
exam ner had the benefit of the Pleasant declaration.

For the reasons given, we cannot say that Ohuchida's
presentation of what m ght be regarded as "new' argunent in, and
"new' evidence with, its reply in this case was inproper.

Rat her, Chuchida's new argunent and new evi dence appear to be a

legitimate response to a proper first instance attack on the

- 14 -



sufficiency of the specifications of its Japanese patent
applications nade by Nau in a legitimte opposition to Chuchida's
prelimnary notion. Thus, this is aare case where the general
rul e agai nst raising new argunents and presenting new evidence in
a reply does not work.

The proper course of action in this case is to put the
parties back to the tinme when Nau filed its opposition.
Chuchida, if it be so advised, may cross-exam ne Dr. Pleasant.
| f after cross-exam nation, OChuchida persists in its effort to
obtain benefit for the purpose of priority of its Japanese
applications, it may file a reply (with or wi thout the Tateishi
declaration). |If Ohuchida files a reply and relies on the
Tat ei shi declaration, Nau nmay cross-examne and file a further
reply. In this manner, Nau will have the last word with respect
to what m ght be itsde facto burden of establishing the
insufficiency of the specifications of the Japanese patent

appl i cations.

D. O der
Upon consi deration of NAU M SCELLANEOUS MOTI ON 2 (Paper 51),
and for the reasons given, it is
ORDERED t hat the notion isgranted to the extent that
t he Chuchida reply and the Tateishi declaration shall be returned
to Ohuchida without prejudice to further proceedi ngs consi stent

with the terms of this order.



FURTHER ORDERED t hat this ORDER shall be published on

the PTO Web Page.

FRED E. McKELVEY, Seni or
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