THI'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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DECI SI ON ON APPEAL
This is an appeal fromthe examner’s final rejection of
claims 6, 7, 10 and 13-17, and refusal to allow clainms 1-4, 11

and 12 as anended after final rejection. These are all of the
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clainms remaining in the application.

THE | NVENTI ON

Appellant’s clainmed invention is directed toward a net hod
for treating a juvenile patient up to six years in age who
suffers fromnuscle contractures due to cerebral palsy.

Clains 1 and 17 are illustrative and read as foll ows:

1. A method for treating a juvenile patient, said nethod
conprising fornulating a solution containing a presynaptic
neurotoxin for the pronotion of normal muscle growth in a
juvenile patient of up to six years in age, suffering from
dynam c contractures due to cerebral pal sy, said pronotion
having a duration greater than a clinical activity of said
presynapti c neurotoxin, and adm nistering said formulation to
said juvenile patient.

17. A nethod for causing relief of nuscle contractures
due to cerebral palsy in juvenile patients, said nmethod
conprising the adm nistering to a juvenile patient of up to
six years in age an effective anount of botulinumtoxin A
having clinical activity for blocking the rel ease of synaptic
vesi cl es containing acetylcholine, the relief fromarrested
nmuscl e growt h having a duration greater than the clinica
activity of the presynaptic neurotoxin. (!

THE REFERENCES

T.K Das & DM Park (Das), “Effect of treatnment with
botul i numtoxin on spasticity”, 65 Postgrad. Med. J. 208-10

I'n the event of further prosecution, appellant and the
exam ner shoul d address on the record whether the antecedent
basis in claim 17 for “the presynaptic neurotoxin” is
sufficiently clear.
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(1989).

Barry J. Snow et al. (Snow), “Treatnent of Spasticity with

Bot ul i num Toxi n: A Doubl e-Blind Study”, 28 Ann. Neurol. 512-15
(1990).

Joseph Jankovic & Mtchell F. Brin (Jankovic), “Therapeutic
Uses of Botulinum Toxin”, 324 New Eng. J. Med. 1186-94 (1991).

THE REJECTI ONS
Clains 1-4, 6, 7 and 10-17 stand rejected under 35 U. S. C
§ 103 as obvi ous over Jankovic in view of Snow or Das, and
under 35 U.S.C. 8 112, first paragraph, on the ground that the
original specification does not provide adequate witten
descriptive support for the invention as now cl ai ned.

OPI NI ON

We have carefully considered all of the argunents
advanced by appell ant and the exam ner and agree with the
exam ner that the clainmed invention would have been obvious to
one of ordinary skill in the art at the time of appellant’s
i nvention over the applied references. Accordingly, we affirm
the rejection under 35 U S.C. § 103. W also affirmthe
rejection of clainms 1-4, 7, 10-12, 15 and 16 under 35 U S.C
8§ 112, first paragraph, but reverse the rejection under 35

US C 8§ 112, first paragraph, of clainms 6, 13, 14 and 17.
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Rej ection under 35 U S.C. § 103

Appel l ant states that no claimis nmade for separate
patentability (brief, page 4). Thus, the clains stand or fall
together and we limt our discussion to one claim i.e.,
claiml1l7. See In re Cchiai, 71 F.3d 1565, 1566 n.2, 37 USPQd
1127, 1129 n.2 (Fed. Cir. 1995); 37 CFR 8 1.192(c)(7)(1995).

In order for a prima facie case of obviousness to be
established, the applied prior art nust have provided one of
ordinary skill in the art with both a notivation to carry out
appel lant’ s clained method and a reasonabl e expectation of
success in doing so. See In re Vaeck, 947 F.2d 488, 493, 20
USPQ2d 1438, 1442 (Fed. Cir. 1991); Inre OFarrell, 853 F.2d
894, 902, 7 USPQ2d 1673, 1680 (Fed. Cr. 1988).

Jankovi c di scl oses under “CQther Potential Indications”
(page 1191) that “[t]he effects of botulinumtoxin on
spasticity in children with cerebral palsy are also being
studi ed” and, under “Strabisnmus and O her D sorders of Ccular
Motility” (page 1187), that “children under seven years of age
may require |ight ketam ne anesthesia and restraint” when

treated with botulinumtoxin. Jankovic states that he refers
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to botulinumtoxin A as botulinumtoxin (page 1186), and
teaches that “[t]he therapeutic scope of botulinumtoxin has
continued to expand, and it now includes a variety of

neur ol ogi ¢ di sorders associated with

i nappropriate nmuscul ar contractions or spasns” (page 1187). 2
These teachings, taken together, would have provi ded one of
ordinary skill in the art with notivation to adm ni ster
botulinumtoxin Ato a child who is | ess than seven years old
to treat the child for nuscle contractures due to cerebra

pal sy.

The remai ni ng question i s whether one of ordinary skil
in the art would have had a reasonabl e expectati on of success
in carrying out such treatnent, i.e., whether there would have
been a reasonabl e expectation of the absence of detrinental
side effects which would have prevented the treatnent from

bei ng useful. Under “OQther Potential Indications” (page

2The clinical activity for blocking the rel ease of
synaptic vesicles containing acetylcholine recited in
appellant’s claim 17 is an inherent characteristic of

botulinumtoxin A as indicated by Jankovic (page 1186).
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1191), which includes the statenent cited above regarding the
effect of botulinumtoxin on spasticity in children with
cerebral pal sy being studied, Jankovic states that “[f]urther
studies are needed to establish the efficacy and safety of
botulinumtoxin in these and other disorders associated with
muscul ar spasns”. However, in this section Jankovic al so
states that “[t]here are no absolute contraindications to

i njections of botulinumtoxin except a history of
hypersensitivity to the toxin (none yet reported) and
infection at the site of injection. Thus far, no
teratogenicity has been attributed to botulinumtoxin, even

t hough several wonen have been injected during pregnancy.
Because botulinumtoxin acts on the final conmmon pat hway,
spasns of any cause could be tenporarily relieved by this
treatment.” This teaching would have provi ded one of ordinary
skill in the art with a reasonabl e expectation that

adm nistering botulinumtoxin Ato a child | ess than seven
years old woul d not be acconpani ed by any side effects which
woul d render such treatnent inadvisable. Consequently, we

concl ude that such an adm nistration of botulinumtoxin A
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woul d have been prinma facie obvious to one of ordinary skil
inthe art. The recitation in appellant’s claim 17 regarding
“the relief fromarrested nuscle growmh having a duration
greater than the clinical activity of the presynaptic
neurotoxin” is nmerely an inherent characteristic of the above-
di scussed adm nistration of botulinumtoxin A and reciting an
i nherent characteristic of the prior art does not render

appellant’ s invention patentable. See In re Wodruff, 919

F.2d 1575, 1578, 16 USPQ2d 1934, 1936 (Fed. G r. 1990).
Appel I ant argues that he has di scovered that botulinum
toxin Ais effective in pronoting normal growh and not | ust
the alleviation of spasticity (reply brief, page 2).
Appel lant’s claim 17, however, is directed toward a nmethod for
causing relief of nuscle contractures. As discussed above,
Jankovi c woul d have fairly suggested, to one of ordinary skil
in the art, admnistering botulinumtoxin Ato a child under
seven years of age to relieve nuscle contractures.
Appel I ant argues that the clained invention produces
unexpected results (reply brief, page 6). In support of this

argunent appellant relies upon Case Study 1 and Exanple 2 of
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t he specification.

Regardi ng Case Study 1, appellant argues that it was
unexpected that in a gait analysis taken at four nonths after
a five year old girl was injected with botulinumtoxin A,
whi ch was after the effects of the toxin had clinically worn
of f, her knee flexed to the sane extent in swing that it did
prior to injection (reply brief, page 6). This argunent is
not persuasi ve because appell ants have not provided a
conparison with the closest prior art,?® explained why the

results woul d have been unexpected by one

of ordinary skill in the art,* or provided evidence which is
commensurate in scope with claim 17 which enconpasses relief
fromarrested nuscle growth which has a duration which is

greater than the clinical activity of the botulinumtoxin A by

3See In re Baxter Travenol Labs., 952 F.2d 388, 392, 21
UsP2d 1281, 1285 (Fed. Cir. 1991); In re De Blauwe, 736 F.2d
699, 705, 222 USPQ 191, 196 (Fed. Cr. 1984).

“See In re Freeman, 474 F.2d 1318, 1324, 177 USPQ 139,
143 (CCPA 1973); In re Klosak, 455 F.2d 1077, 1080, 173 USPQ
14, 16 (CCPA 1972).
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as little as a fraction of a second.?®

As for Exanmple 2, appellant argues that it was unexpected
that injection of internmuscular botulinumtoxin A during the
grow h period of the hereditary spastic nouse all owed nornal
| ongi tudi nal muscle growh to take place (reply brief, page
6). This argunent is not persuasive for the reasons given
regardi ng Case Study 1 and al so because appell ant has not
established that results for mce are indicative of results
for a human.®

For the above reasons we concl ude, based upon the
preponderance of the evidence, that the nethod recited in
appellant’s claim 17 woul d have been obvi ous to one of
ordinary skill in the art within the neaning of 35 U.S. C

8 103. Consequently, we affirmthe rejection under this

°See In re Gasselli, 713 F.2d 731, 743, 218 USPQ 769,
778 (Fed. Cir. 1983); In re Cenens, 622 F.2d 1029, 1035, 206
USPQ 289, 296 (CCPA 1980).

®When we give appellant’s claim 17 its broadest
reasonabl e interpretation in view of the specification and the
prior art, see In re Kroekel, 504 F.2d 1143, 1146, 183 USPQ
610, 612 (CCPA 1974); In re More, 439 F.2d 1232, 1235, 169
USPQ 236, 238-39 (CCPA 1971), we conclude that “juvenile
patients” refers to human juvenile patients.

9
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section of the statute.
Rej ection under 35 U.S.C. § 112, first paragraph

The exam ner argues that there is inadequate witten
descriptive support in appellant’s original specification for
“having a duration greater than a clinical activity of said
presynaptic neurotoxin” in clains 1, 6 and 17, “having a
duration greater than a clinical activity of said botulinum
toxin” in claim7, and “having a clinical activity of about
four nmonths” in claim210.

We do not find in appellant’s briefs a challenge to the
rejection based on the language in claim10. W therefore
affirmthe rejection under 35 U.S.C. 8§ 112, first paragraph,
of claim 10 and clainms 11 and 12 whi ch depend therefrom

Claims 1 and 7 require that the pronotion of nornal
muscl e growmh has a duration greater than the clinica
activity of the presynaptic neurotoxin or botulinumtoxin.
Appel | ant argues (brief, page 12; reply brief, page 8) that
this | anguage is supported by the statenents in the
specification that “such functional inprovenents persist when

the tone reducing effects of the toxin have worn off” (page 4)

10
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and “[a]t this stage the effects of the toxin had clinically
worn off and it was found that the knee flexed to the sanme
extent in swing that it did prior to injection” (page 10).7
These statenents, however, pertain to functional inprovenents
and knee flexure, whereas clains 1 and 7 require that nornmal
muscl e grow h continues to be pronoted after the clinica
activity of the toxin ends. Appellant has not pointed out,
and we do not find, witten descriptive support in the
original specification for this claimrequirenent.
Accordingly, we affirmthe rejection under 35 U S.C. § 112,
first paragraph, of claiml1 and clains 2-4 which depend
therefrom and claim7 and clains 15 and 16 which depend
therefrom Also, this is an additional reason for affirm ng
the rejection under 35 U.S.C. 8 112, first paragraph, of claim
10 which depends fromclaim?7.

Clains 6 and 17 require that the relief fromarrested
nmuscl e growm h has a duration which is greater than the

clinical activity of the presynaptic neurotoxin. This

"The article relied upon by appellant on page 14 of the
brief is not part of the specification and is not prior art.
Thus, we give it no weight in our determ nation of whether the
specification conplies with 35 U . S.C. § 112, first paragraph.

11
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| anguage appears to have adequate witten descriptive support
in the portions of the specification cited above, and the
exam ner’s argued di stinction between normal nuscle growh and
normal range of novenent (answer, pages 14-15) is not a
convincing argunent to the contrary. W therefore reverse the
rejection under 35 U.S.C. 8§ 112, first paragraph, of clains 6
and clainms 13 and 14 which depend therefrom and claim 17.
DECI SI ON

The rejection of clains 1-4, 6, 7 and 10-17 under 35
U S.C § 103 over Jankovic in view of Snow or Das is affirned.
The rejection under 35 U.S.C. § 112, first paragraph, is
affirned as to clains 1-4, 7, 10-12, 15 and 16, and reversed

as to clains 6, 13, 14 and 17.
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No tinme period for taking any subsequent action in
connection with this appeal may be extended under 37 CFR
8§ 1.136(a).

AFFI RVED

TERRY J. OWNENS )
Adm ni strative Patent Judge

BOARD OF PATENT
PAUL LI EBERVAN )

Adm ni strative Patent Judge APPEALS AND

| NTERFERENCES

ROMULO H. DELMENDO
Adm ni strative Patent Judge
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TJO pgg

Wal ter A. Hecker

2372 S.E. Bristol, Suite B
Newport Beach, CA 92660
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