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DELMENDO, Adnini strative Patent Judge.

DECI SI ON ON APPEAL

This is a decision on an appeal under 35 U. S.C. § 134
fromthe examner’s final rejection of claim®62, the only

clai m pending in the subject application.!

' In response to the final Ofice action of January 11,
1996, the appellants submtted a paper captioned “AVENDVENT
UNDER 37 C.F. R 8§ 1.116” proposing the cancellation of claim
62. (Papers 10 and 11.) The exam ner indicated in the
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Claim 62 is reproduced bel ow
62. A packing for liquid chromatography

conpri sing porous cal ci um phosphate based granul es

havi ng open pores with an average pore size of from

0.01 to 20 Fm said granul es bei ng conposed of

crystalline particles wwth an average size of from2

to 10Fm

The subject nmatter on appeal relates to a packing for
i quid chromat ography conprising the recited porous cal ci um
phosphat e granul es. According to the appellants, the clained
packi ng provides high resolution and exhi bits superior
resi stance to pressure and dissolution. (Appeal brief, page
4.)

The exam ner relies upon the following prior art

references as evidence of unpatentability:

Ki r kl and 3, 505, 785 Apr. 14,
1970
Takata et al. (Takata) 4,629, 464 Dec. 16,
1986

T. Kawasaki, W Kobayashi, K. |keda, S. Takahashi, and H
Monma (Kawasaki), “H gh-performance |iquid chromatography
usi ng spherical aggregates of hydroxyapatite mcro-crystals as
adsorbent,” 157 Eur. J. Biochem 291-95 (1986).

advi sory action of April 18, 1996 that the anmendnent will be
entered upon the filing of an appeal. (Paper 12.)
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Appeal ed claim 62 stands rejected under 35 U S.C. 8§
102(a) and/or (e) as anticipated by or, in the alternative,
under 35 U.S.C. 8 103 as obvious over Takata. (Exam ner’s
answer, pp. 3-4.) Additionally, appealed claim62 stands
rejected under 35 U . S.C. 8§ 103 as unpatentabl e over Kawasaki
in view of Kirkland. (lLd. at pp. 4-5.)

We reverse the aforenentioned rejections.

We consider first the examner’s 8 102 rejection over
Takata. “To anticipate a claim a prior art reference nust
di scl ose every limtation of the clainmed invention, either

explicitly or inherently.” Mehl/Biophile Int’'l Corp. v.

MIlgraum 192 F.3d 1362, 1365, 52 USPQ@2d 1303, 1305 (Fed. GCr

1999) (quoting In re Schreiber, 128 F.3d 1473, 1477, 44 USPQd

1429, 1431 (Fed. Cir. 1997)); accord G axo Inc. v. Novopharm

Ltd., 52 F.3d 1043, 1047, 34 USPQd 1565, 1567 (Fed. GCr
1995) .

According to the exam ner, appealed claim®62 “is
considered to read on Takata (U. S. Patent No. 4,629, 464)."
(Exam ner’s answer, page 3.) However, the exam ner has not
adequately explained on this record the basis for the
conclusion that each and every el enent of the clained
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invention is described, either explicitly or inherently, in
Takata. Hence, it is our determ nation that the exam ner has

not carried the initial burden of establishing a prina facie

case of unpatentability. I1n re QCetiker, 977 F.2d 1443, 1445,

24 USPQRd 1443, 1444 (Fed. CGr. 1992).

Specifically, we find that Takata describes a sintered
m croporous hydroxyapatite body of an open pore structure
having a porosity in the range from20%to 50% of which the
m cropores have a distribution of dianmeters in the range from
0.01 to 0.1 mm (10 to 100 Fn). (Colum 2, lines 34-40.) The
sintered m croporous hydroxyapatite body is said to be useful
as a filling in a bone cavity or as a prosthetic nenber.
(Colum 2, lines 29-33.) Takata further teaches:

The m croporous hydroxyapatite body as nentioned
above can be prepared, taking the granular form
suitable for filling use as a product form for
exanpl e, by adm xing 100 parts by weight of a
powdery hydroxyapatite having a particle size
distribution as fine as possible or in the range
from0.1 to 10 Fmwith from25 to 100 parts by

wei ght of a thermally deconposabl e powdery materi al
having a particle dianmeter in the range fromO0.01 to
0.1 mMm [10 to 100 Fnml and granul ating the powdery
bl end into granul es having a particle dianmeter in
the range fromO0.1 to 3 mMm[100 to 3000 Fn] by a
known nethod, optionally, with adm xture of a
sui t abl e bi nder such as an aqueous sol ution of

pol yvi nyl al cohol followed by cal cination and
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sintering of the granules at a tenperature in the
range from 900E to 1400E C. [Col. 3, II. 13-27.]

As pointed out by the appellants (appeal brief, page 11),
Takat a does not describe the average particle size of the
crystalline particles which conpose the cal cined and sintered
granules. Despite the |lack of any teaching in Takata as to
the average particle size of the crystalline particles in the
cal cined and sintered granules, the exam ner argues that the
appel l ants’ clained range for the average size of the
crystalline particles overlaps with the range for the average
size of the powdery hydroxyapatite starting material as
described in the applied prior art reference at colum 3, |ine
18. (Exam ner’s answer, page 6.) But the exam ner has not
pointed to any evidence that would indicate that this overl ap
woul d necessarily entail an identity in, or an overlap between
the range of average particle sizes for the crystalline
particles in the calcined and sintered product as described in
Takata and the appellants’ clainmed range of average sizes for
the crystalline particles that make up the granules. Even if
we assune that such is the case, the exam ner has not

established by way of any evidence that the crystalline
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particle size would necessarily remain unaffected by the

calcining and sintering described in Takata.? In this regard,

it is well settled that inherency may not be established by
probabilities or possibilities and that it is insufficient to

merely show that a certain thing may result froma given set

of circunmstances. Mehl/Biophile, 192 F. 3d at 1365, 52 USPQd

at 1305; In re Celrich, 666 F.2d 578, 581, 212 USPQ 323, 326

(CCPA 1981); Hansgirg v. Kemmer, 102 F.2d 212, 214, 40 USPQ

665, 667 (CCPA 1939).
Mor eover, appealed claim62 recites that the “porous

cal ci um phosphat e based granul es having open pores with an

2 In any event, the appellants have submtted evi dence,
whi ch was entered into the record (papers 19 and 20),
indicating that the sintering of hydroxyapatite increases
grain size. T. Kijima and M Tsutsum (Kijima), “Preparation
and Thermal Properties of Dense Pol ycrystalline
Oxyhydr oxyapatite,” 62 J. Am Ceram Soc., nhos. 9-10, 455-460,
457 (1979). The exam ner, however, argues (suppl enental
answer, p. 3) that (i) Kijima is not relevant because it is
directed to discs 10 mmin dianeter and 1.6 mmthick, (ii)
Kijima rel ates to oxyhydroxyapatite rather than
hydr oxyapatite, and (iii) the change in particle size in Table
| of Kijima is negligible. However, we share the appellants’
view (second reply brief, pp. 2-3) that the examner’s
argunments are unavailing. Moreover, we observe that Kijim
teaches that the calcination of hydroxyapatite particles
results in a significant increase in particle size. (Kijinma,
p. 457.) We find it significant that the formati on of the
di scs described in Kijim is conducted after cal cination.
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average pore size of fromO0.01 to 20 Fm” (Underscoring
added.) As pointed out by the appellants (appeal brief, page

10), Takata teaches that “the m cropores have a distribution

of dianmeters in the range fromO0.01 to 0.1 nm[10 to 100 Fnj.”

(Underscoring added; colum 2, lines 38-40.) The exam ner,
however, has not expl ai ned how Takata' s description with
respect to a distribution of dianmeters for the m cropores
neets the claimelenent regarding average pore size.

Under the circunstances recounted above, we cannot agree
with the exam ner that Takata descri bes each and every el enent
of the invention recited in appeal ed claim62.

Turning to the examner’s 8 103 rejection based on
Takata, the exam ner states: “It would have been obvious to
optim ze the elenents of Takata (U. S. Patent No. 4,629,464) to
enhance the physical properties of Takata (U.S. Patent No.
4,629,464)' s apatite.” (Exam ner’s answer, pages 3-4.)
However, we share the appellants’ concern (appeal brief, page
13) that the exam ner has neither identified the “el enents” of
Takat a nor presented any evidence to establish that such
optim zati on woul d have been obvious to a person having
ordinary skill in the art. |In particular, the exam ner has
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failed to show any reasonabl e expectation, or sonme
predictability, that Takata’s calcined and sintered materials
woul d be effective as a packing for liquid chromatography when
the sizes of the crystalline particles are optim zed for use

as a filling in a bone cavity or as a prosthetic nenber of

bones. In re Shetty, 566 F.2d 81, 86, 191 USPQ 753, 756-57
(CCPA 1977). Nor has the exam ner presented any evidence to
establish that the optim zed range of crystalline particle
sizes for the purpose of Takata would at |east generically
enconpass the appellants’ range of average crystalline

particle sizes. . In re Wodruff, 919 F. 2d 1575, 1578, 16

UsP@d 1934, 1936 (Fed. Cir. 1990).
For these reasons, we hold that the exanm ner has failed

to establish a prima facie case of obvi ousness agai nst

appeal ed claim 62 over Takata within the neaning of 35 U S. C
§ 103.

Lastly, we consider the examner’s 8 103 rejection of
appeal ed cl ai m 62 over Kawasaki in view of Kirkland. The
exam ner states that “[a]t best, the claimdiffers from
Kawasaki (Eur. J. Biochem 157, 291-295 (June 2, 1986)) in
evidencing the pore size and the newlimtation of a particle
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size of 2 to 10 mcrons.” (Exam ner’s answer, page 4.)
Nevert hel ess, based on the conbi ned teachings of the prior art
references, the exam ner concludes as foll ows:

It woul d have been obvious that Kawasaki (Eur. J.

Bi ochem 157, 291-295 (June 2, 1986))’s pore sizes
are within the disclosed range of page 5, lines 5-10
of the instant specification because Kirkland (U.S.
Pat ent No. 3,505,785) (colum 4, |lines 67-68 and

colum 6, lines 44-45) discloses the pore size is
determ ned by the mcroparticle size and the pore
sizeis .1 to 1l times the mcroparticle size. It

woul d have been obvious to use particles of two

m crons in Kawasaki (Eur. J. Biochem 157, 291-295
(June 2, 1986)) because Kirkland (U S. Patent No.
3,505,785) (colum 4, lines 67-69) discloses that it
is well known to have 1 micron particles and that

| arger particles are preferred where rapid diffusion
is needed. The obviousness is enhanced because page
5, lines 5-10 of the instant specification appears
to admt that use of particles of 0.1 to 10 mcrons
are within the sanme inventive concept. [lLd. at pp.
4-5.]

We are in substantial agreenment with the appellants’
anal ysis. (Appeal brief, pages 13-18.) In particular,
Kawasaki does not teach any m cro-crystal particle size other
than “diameters of the order of 0.1 Fm” (Columm 1, page
291.) To account for this difference, the exam ner relies on
Kirkl and. However, Kirkland teaches:

The particle sizes of the coating mcroparticles
will vary greatly depending on the nature of the

particles and their eventual chronmatographic
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application. Broadly, particle sizes in the range
of from5 mllimcrons to 1 mcron may be enpl oyed.
For conveni ence of preparing coatings of desired

t hi ckness, mcroparticles in the range of 25-1000 n¥
are preferred. For many purposes, a relatively

| arge pore size in the coating is desired to permt
rapi d diffusion of conponents in chromatographic
processes. Since the size of the mcroparticles
determ nes the size of the pores, 100-1000 nF
particles are preferred in cases where rapid

di ffusion is needed. [Underscoring added; col. 4,
1. 58-69.]

Thus, in its broadest teaching, Kirkland does not describe the
use of mcroparticle sizes any larger than 1 mcron. Although
Kirkl and uses the term “preferred’” to describe the 100-1000 n¥
particle size range for applications where rapid diffusion is
needed, this preferred range nmust be read in context with the
br oadest workable range of “5 mllimcrons to 1 mcron.”
Accordingly, even if Kawasaki is conbined with Kirkland, one
of ordinary skill in the art would not have nodified
Kawasaki’s materials to contain crystalline particles having
sizes any larger than 1 mcron. This, of course, does not
result in the invention recited in appeal ed clai m62.

Therefore, the exan ner has not established a prinma facie case

of obvi ousness within the nmeaning of 35 U . S.C. § 103.
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In summary, we reverse the examner’s rejections of
appeal ed claim 62 under 35 U.S.C. §8 102 (a) and/or (e) as
anticipated by or, in the alternative, under 35 U.S.C. § 103
as obvious over Takata and under 35 U. S.C. § 103 as

unpat ent abl e over Kawasaki in view of Kirkland.

The deci sion of the exam ner is reversed.

REVERSED

BRADLEY R GARRI S )
Adm ni strative Patent Judge )

)

)

)

) BOARD OF PATENT
CHUNG K. PAK ) APPEALS
Adm ni strative Patent Judge ) AND
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ROMULO H. DELMENDO
Adm ni strative Patent Judge
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