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The opinion in support of the decision being entered today (1) was not witten
for publication in a law journal and (2) is not binding precedent of the Board.
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DECI S| ON ON APPEAL

This is a decision on appeal fromthe exam ner's final
rejection of clainms 1 through 32, which are all of the clains
pending in this application.

BACKGROUND

The appellants' invention relates to an anal yte detection

nmet hod and device. An understanding of the invention can be

! Application for patent filed August 5, 1993.
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derived froma reading of exenplary clains 1, 16 and 19, which
are reproduced bel ow.

1. A device for rapidly detecting an analyte in a vol une
of biological fluid, wherein the volune is as low as five to
ten mcroliters, said device conprising:

a) neans for detecting said analyte; and

b) a separation matrix vertically adjacent,

conpr essed to and coincident with said detection nmeans such
t hat anal yte applied to said separati on neans can
nove from said separation matrix to said detection neans,

wherein said separation matrix and said detection neans are
under a  vol une conpression of between 14 to 43 percent;

c) a cover portion having an aperture, the cross-

sectional area of which aperture is |ess than 90
per cent of the cross-sectional area of said separation
matri x; and

d) a base portion containing an access neans to
al | ow detection of an anal ytical signal generated by the
det ection nmeans.

16. A process of rapidly detecting glucose in a volune of a
bi ol ogi cal fluid, wherein said volune is as low as five to 10
mcroliters, said process conprising the steps of:

a) a base portion having a transparent w ndow

b) a neans for detecting glucose vertically adjacent
to said base portion and at |east partially coincident with
sai d w ndow,

c) a separation matrix vertically adjacent to,
conpressed to and substantially coincident with said
detection neans, wherein the detection neans and the
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separation matrix are under a vol une conpression of
bet ween 14 10 [sic, to]? 43 percent; and

d) a cover portion having an aperture, the cross-

sectional area of which aperture is |ess than 90
per cent of the said separation matri x.

19. A process of rapidly detecting an analyte in a
bi ol ogi cal fluid, said process conprising the steps of:

a) providing a detection device conprising:
i) nmeans for detecting said anal yte;

i1) a separation matrix vertically adjacent to,
conpressed to and coincident with said detection

means such that said analyte can nove fromsaid
separati on matrix to said detection neans, wherein
sai d detection means and said separation matrix are
under a vol une conpression of 14 to 43 percent;

iii) a cover portion having an aperture, the
cross-sectional area of which is |less than 90
per cent of the cross-sectional area of the said
separation matri x; and

iv) a base portion containing an access neans to
al l ow detection of an anal ytical signal generated by
t he detection neans;

b) applying a volune of a sanple of said biological
fluid, wherein the volune is as low as five to ten
mcroliters, to said separation matri X;

c) maintaining said detection device at a
tenperature and for a period of tinme sufficient for said
analyte to traverse said separation matrix, enter said

2An appropriate anendnment correcting the noted
t ypogr aphi cal error should be nade prior to the final
di sposition of this application.
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det ecti on neans and interact with said neans to generate a
det ect abl e si gnal i ndi cative of the presence or anount of
said anal yte; and

d) detecting said signal.

The prior art references of record relied upon by the

exam ner in rejecting the appeal ed cl ai ns are:

Charlton et al. (Charlton) 4,776, 904 Cct. 11,
1988
Lanps et al. (Lanos) 5,037, 738 Aug. 06
1991
Erti nghausen 5, 087, 556 Feb. 11
1992
Vuorinen et al. (Vuorinen) 5,213, 966 May 25,
1993

Clainms 1-13, 16 and 19-32 stand rejected under 35 U. S. C
8 103 as bei ng unpatentabl e over Ertinghausen. dains 14, 15,
17, and 18 stand rejected under 35 U.S.C. § 103 as being
unpat ent abl e over Ertinghausen in view of Vuorinen. Cains 1-
32 stand rejected under 35 U. S.C. § 103 as bei ng unpatentabl e
over Charlton alone or Charlton in view of Vuorinen or Lanos.

OPI NI ON

We have carefully considered the respective positions

advanced by the appellants and the exam ner. For the reasons

set forth below, we will not sustain the stated rejections.
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Al'l of the appeal ed apparatus and nmethod clains require a
device for detecting an anal yte that includes a base portion,
a cover portion, and a separation matrix that is "vertically
adj acent", "conpressed to" and "coincident with" a detection
means (clains 1, 16, and 19). The degree of conpression of
the separation matrix and detection nmeans is required to be
bet ween 14-43 percent by volune. Mreover, the appeal ed
clains require a cover portion aperture cross-sectional area
that is | ess than 90 percent of the separation matrix cross-
sectional area.

The exam ner acknow edges that neither of the relied upon
primary references (Ertinghausen nor Charlton) discloses the
conpression and cross-sectional area limtations of the
cl ai med
subj ect matter (answer, pages 3-5). According to the
exam ner, however, it would have been obvious to utilize the
cl ai med conpression and aperture size in either of the applied
Charlton or Ertinghausen references since such a nodification
woul d have been suggested as an optim zation of result

ef fective vari abl es.
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We cannot subscribe to the exam ner's proposed
nodi fication since the exam ner has not established that (1)
t he degree of conpression of the separation matrix and
adj acent detection neans and (2) aperture size in a cover
therefore relative to the separation matrix cross-sectional
area were recognized in the art as result effective vari abl es.
Absent a prior art teaching of the result effectiveness of the
above-noted paraneters as a predicate for the proposed
nodi fication, the exam ner's proposed rejections cannot be
sustained. Conpare In re Antonie, 559 F.2d 618, 620, 195 USPQ
6, 8-9 (CCPA 1977). W note that neither of the variously
appl i ed secondary references (Vuorinen nor Lanbs) renedies
this deficiency.

In Iight of the above, we cannot sustain the exam ner's
8 103 rejections based on this record.

CONCLUSI ON

To summari ze, the decision of the exam ner to reject
clainms 1-13, 16 and 19-32 under 35 U.S.C. § 103 as being
unpat ent abl e over Ertinghausen; clains 14, 15, 17, and 18

under 35 U.S.C.
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§ 103 as bei ng unpatentabl e over Ertinghausen in view of
Vuorinen; and clains 1-32 under 35 U . S.C. 8§ 103 as being
unpat ent abl e over Charlton alone or Charlton in view of
Vuorinen or Lanpbs is reversed.

REVERSED

CHUNG K. PAK
Adm ni strative Patent Judge

BOARD OF PATENT

CHARLES F. WARREN APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

PETER F. KRATZ
Adm ni strative Patent Judge
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