The opinion in support of the decision being entered today was not witten for
publication and is not binding precedent of the Board.
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UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte DUDLEY W C. SPENCER

Appeal No. 2000-0605
Application No. 08/803,779

ON BRI EF

Bef ore McQUADE, BAHR and LAZARUS, Adninistrative Patent Judges.
BAHR, Admi nistrative Patent Judge.

DECI SI ON ON APPEAL

This is a decision on appeal fromthe examner's fi nal
rejection of clains 2, 7-10 and 13-17.' Clainms 3-6, the only
ot her clains pending in the application, stand w thdrawn from
further consideration under 37 CFR 8 1.142(b) as being

directed to a non-el ected i nvention.

1 The anendnent filed April 28, 1999 (Paper No. 9) after the fina
rejection has not been entered (see Paper No. 10).
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BACKGROUND
The appellant's invention relates to a container for use
in medical applications where a nmedical fluid is transferred
t hrough tubing communicating with the container. Claim13 is
illustrative of the invention and is reproduced in the
appendi x to appellant's brief.
The prior art references of record relied upon by the

exam ner in rejecting the appeal ed clains are:

Hillier et al. (Hillier) 4,048, 254 Sep. 13,
1977
Kobayashi et al. (Kobayashi) 4,670, 510 Jun. 2,
1987
Muel l er et al. (Mieller) 4,816, 343 Mar. 28,
1989

The follow ng rejections are before us for review
(1) daims 2, 7-10 and 13-17 stand rejected under 35 U.S. C.
§ 103(a) as being unpatentable over Hillier in view of
Kobayashi .
(2) Clainms 2, 7-10 and 13-17 stand rejected under 35 U.S.C.
8§ 103(a) as being unpatentable over Kobayashi in view of
Muel | er.

Reference is made to the brief and reply brief (Paper

Nos. 13 and 15) and the answer (Paper No. 14) for the
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respective positions of the appellant and the exam ner with
regard to the nerits of these rejections.
OPI NI ON

In reaching our decision in this appeal, we have given
careful consideration to the appellant's specification and
claims, to the applied prior art references, and to the
respective positions articul ated by the appellant and the
exam ner. For the reasons which follow, we cannot sustain the
exam ner's rejections.

The prior art

Hillier discloses thernoplastic polyners conprising
nonvul cani zed radi al bl ock copolynmers of the diene-aryl
substituted ol efin butadi ene-styrene type blended wth other
pol ymeric or copolynmeric materials, such as pol yesters,
pol yester urethane polyners and pol yet her urethane pol yners,
to formplastic conpositions which have sufficient clarity,
hardness, tensile strength and el ongation to be readily
adaptabl e for use in conposing plastic materials for contact
with parenteral fluids. Hillier teaches that the discl osed
conpositions have such a high degree of clarity that they can
repl ace polyvinylchloride (PVC) as a material in the form ng
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of medical plastic products such as tubing, drip chanbers,
injection reseal devices and other parenteral adm nistration
equi prent. Additionally, Hillier intimates that the discl osed
conposition will have | ow al kaline extraction values so that
ingredients in the conposition are not extracted into the
fluids to be admnistered. See col. 1, lines 7-42.

Kobayashi di scl oses a pol yester type copol yner
conposition conprising a polyester ether mxed with a
copolynmer of ethylene with methacrylic acid neutralized with a
metallic ion to a nethacrylate salt (col. 1, lines 33-40; col.
3, lines 22-43). The resulting conposition has greatly
i nproved nol dability, mechanical characteristics (strength,
el ongation and frictional characteristics), heat resistance
and transparency (col. 5, lines 1-13). Consequently,
accordi ng to Kobayashi, the conposition can be used for
various utilities, such as injection noldings, blow noldings
and extrusion noldings useful as parts of various machines
(e.g., nane plates, autonobile parts, sw tches, hol ders,
hooks, packings, etc.), coatings and the like (col. 5, |ines

14-19) .
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Muel l er discloses a nmulti-layer flexible filmfor use as
a replacenment for PVC in form ng pouches to supply liquids
such as nedical solutions for parenteral adm nistration.
These pouches shoul d be col |l apsi ble, transparent, strong and
capabl e of resisting high tenperatures required for heat
sterilization of their contents. The filmconprises a seal ant
| ayer of an ethyl ene propyl ene copol ymer or nodified ethyl ene
propyl ene copolymer, a core layer of a very |low density
pol yet hyl ene and an outer |ayer of a flexible polyester or
copol yester (copol yner of polyether and pol yet hyl ene
terephthal ate; a poly-ether-ester). Muieller discloses
bl ending a hi gh nol ecul ar wei ght stabilizer such as |Irganox™
1010 avail able from Ci ba-Gei gy Corporation into the pol yester
or copol yester outer layer prior to extrusion of the filmto
limt the mgration of extractables fromthe outer |ayer into
a nedi cal solution contained in the pouch (col. 3, lines 52-
61) .

Rej ection (1)

Claim 13, the sol e independent claimon appeal, recites a
container for use in an assenbly adapted for transferring
medi cal fluid, wherein the container is made from a
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conposition consisting essentially of an iononeric nodified
pol y-ether-ester material containing from1%to 50% by wei ght
i onomer, said poly-ether-ester being a bl ock copol yner
cont ai ni ng both pol yether and ester bl ocks nodified by an
i onomer, said iononer being a copolymer of ethylene with a 1-
10% by wei ght nethacrylic acid converted to nethacrylate salt.
The exam ner concedes that the conposition disclosed by
Hillier is not the conposition recited in independent claim
13. However, the exani ner takes the position that it would
have been obvious to one of ordinary skill in the art at the
time of appellant's invention to use the inproved pol yester
type copol ymer conposition taught by Kobayashi in the
pol yest er medi cal containers and devices disclosed in Hillier
in order to provide containers and devices with inproved
nol dability, mechanical properties and transparency (answer,
pages 3-4).
The test for obviousness is what the combined teachings
of the references would have suggested to one of ordinary

skill in the art. See In re Younqg, 927 F.2d 588, 591, 18

USPQ2d 1089, 1091 (Fed. Cir. 1991) and In re Keller, 642 F.2d

413, 425, 208 USPQ 871, 881 (CCPA 1981). Indeed, a prinmm
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faci e case of obviousness is established where the reference
t eachi ngs woul d appear to be sufficient for one of ordinary
skill in the art having those teachings before himto make the

proposed conbi nation or nodification. See In re Lintner, 458

F.2d 1013, 1016, 173 USPQ 560, 562 (CCPA 1972).

In establishing a prim facie case of obviousness, it is
i ncunbent upon the exam ner to provide a reason why one of
ordinary skill in the art would have been led to nodify a
prior art reference or to conbine reference teachings to

arrive at the clainmed invention. See Ex parte Clapp, 227 USPQ

972, 973 (Bd. Pat. App. & Int. 1985). To this end, the

requi site notivation nmust stem from sonme teachi ng, suggestion
or inference in the prior art as a whole or fromthe know edge
generally available to one of ordinary skill in the art and

not fromthe appellant's disclosure. See, e.qg.., Uniroyal,

Inc. v. Rudkin-Wley Corp., 837 F.2d 1044, 1052, 5 USPQ2d

1434, 1439 (Fed. Cir.), cert. denied, 488 U S. 825 (1988).

We recogni ze that Kobayashi teaches that the pol yester
type bl ock copol yner conposition disclosed therein possesses
several desirable characteristics, such as inproved
nmol dability, mechanical characteristics (strength, elongation
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and frictional characteristics), and transparency, which are
al so recognized by Hillier as desirable for materials for

medi cal products used in adm nistration of medical fluids. W
al so appreciate that the conposition taught by Hillier my

i nclude pol yesters, polyether or polyester urethane polyners,
or m xtures thereof, in substantial anounts. However, view ng
the teachings of Hillier and Kobayashi as a whole, as we are
obliged to do, we fail to perceive any teachi ng, suggestion or
i ncentive therein which would have notivated an artisan to
substitute the conposition taught by Kobayashi for the
conposition taught by Hillier in making nedical products for
adm ni stration of parenteral fluids. |In particular, we note
that the applications taught by Kobayashi for the disclosed
conposition are quite divergent fromthe nedical applications
taught by Hillier and that Kobayashi in no way teaches or
suggests that the conposition disclosed therein is suitable as
a substitute for PVC or for making nedical products of any

kind.2 From our perspective, the only suggestion for putting

2 \% note in this regard that the exam ner's statenent (answer, page 5)
that the material disclosed by Kobayashi is already well known in the nedical
field is not supported by evidence. In nmaking an obviousness rejection, the
exam ner has the initial duty of supplying the requisite factual basis and may
(conti nued. . .)
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the selected pieces fromthe references together in the manner
proposed by the examner is found in the |uxury of hindsight
accorded one who first viewed the appellant's disclosure.
This, of course, is not a proper basis for a rejection. See

In re Fritch, 972 F.2d 1260, 1266, 23 USPQR2d 1780, 1784 (Fed.

Cir. 1992).

Accordingly, we shall not sustain the exam ner's
rejection of independent claim13, or of clains 2, 7-10 and
14-17 which depend fromclaim 13, as bei ng unpatentabl e over
Hillier in view of Kobayashi

Rej ection (2)

In making this rejection, the examner inplicitly
concedes that Kobayashi does not teach or suggest the use of
t he disclosed conposition for use in containers of the type
recited in claim13. The exam ner, however, finds suggestion,
in the teaching by Mieller of blending a high nolecular weight

stabilizer into the copolyester outer layer of a nulti-Ilayer

2(...continued)
not, because of doubts that the invention is patentable, resort to
specul ati on, unfounded assunptions or hindsight reconstruction to supply
deficiencies in the factual basis. In re Warner, 379 F.2d 1011, 1017, 154 USPQ
173, 177-78 (CCPA 1967).
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filmpouch for containing nedical fluids to limt the

m gration of extractables fromthe outer layer, to (1) add a
hi gh nol ecul ar wei ght stabilizer to the Kobayashi conposition
tolimt the extractables and (2) use the nodified Kobayashi
conposition to construct nedical containers of the type

di scussed by Mieller (answer, page 4). We find no such
suggesti on.

In particular, we see no teaching or suggestion in either
Kobayashi or Mieller to use the particular conposition taught
by Kobayashi in a container or pouch for adm nistration of
medi cal fluids. Likewi se, in the absence of any teaching or
suggestion to use the Kobayashi conposition in an environnent
where mgration of extractables is a problem it is not
apparent to us why one of ordinary skill in the art would have
been notivated to blend a high nol ecul ar weight stabilizer in
t he Kobayashi conposition.

In Iight of the above, we also shall not sustain the
examner's rejection of claim113, or of claims 2, 7-10 and 14-
17 which depend fromclaim 13, as being unpatentable over

Kobayashi in view of Mieller.
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We note appellant's reference on page 13 of the brief to
t he Spencer decl aration (Paper No. 7) filed Decenber 11, 1998.
However, as we have determ ned, supra, that, with regard to
both rejection (1) and rejection (2), the applied references

are not sufficient to establish a prinma facie case of

obvi ousness of the claimed subject matter, it is not necessary
for us to discuss the Spencer declaration herein.

CONCLUSI ON

To summari ze, the decision of the exam ner to reject

claims 2, 7-10 and 13-17 under 35 U.S.C. 8 103(a) is reversed.

REVERSED

JOHN P. M QUADE )
Adm ni strative Patent Judge )

)

)

)

) BOARD OF PATENT
JENNI FER D. BAHR ) APPEALS
Adm ni strative Patent Judge ) AND

) | NTERFERENCES

)

)
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)
RI CHARD B. LAZARUS
Adm ni strative Patent Judge )
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