THL'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for publication in a law journal and (2) is not binding precedent of the Board.
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PAK, Adm ni strative Patent Judge.

DECI S| ON ON APPEAL

This is a decision on an appeal fromthe exam ner’s
refusal to allow clainms 28 through 37, 39 through 42 and 44
which are all of the clainms pending in the application.
Clainms 28 and 41 were anended subsequent to the final Ofice

action dated Decenber 18, 1995, Paper No. 15.
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Claim 28 is representative of the subject matter on
appeal and reads as foll ows:

28. A device for detecting an analyte in a biological fluid,
sai d device conpri sing:

a) a separation matrix containing an aggl utinating
agent and between 70 and 150 mllinolar of the buffer 4-(-2-
hydr oxyet hyl ) - 1- pi per azi ne- et hanesul foni ¢ acid (HEPES); and

b) means for detecting said anal yte, which detection
means is vertically adjacent to the separation matrix and
substantially coincident wwth the matrix such that said
anal yte can nove fromthe separation matrix to the nmeans for
detecting said anal yte;

wherein said device has a faster endpoint detection speed
due to the presence of the HEPES buffer in the separation
matri x.

As evidence of obviousness, the exam ner relies on the

following prior art:

Cowsar et al. (Cowsar) 4,181, 500 Jan. 1,
1980
Hi | denbrand et al. (Hildenbrand) 5, 160, 436 Nov. 3,
1992
Wik et al. (WIKk) 5,262, 067 Nov. 16,
1993
Chu et al. (Chu *485) 0 535 485 A1 Apr. 7, 1993

(Publ i shed European Patent Application)
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Chu et al., U S Patent Application 08/ 454,614 filed on
Cct ober 3, 1991.

The appeal ed clains stand rejected as foll ows:
(1) dains 28, 29, 31 through 35, 39, 41, 42 and 44 under 35
U S.C. 8 103 as unpatentable over Chu ‘485 in view of WIk;
(2) dains 30 and 40 under 35 U.S.C. 8 103 as unpatentable
over Chu ‘485 in view of Wl k and Hi | denbr and;
(3) dains 36 through 37 under 35 U.S.C. § 103 as
unpat ent abl e over Chu 485 in view of Wl k and Cowsar;
(4) dainms 28, 29, 31 through 35, 39, 41, 42 and 44 under 35
U.S.C. 103 as unpatentable over Chu ‘834 in view of WIKk;
(5 dainms 30 and 40 under 35 U.S.C. 8 103 as unpatentable
over Chu ‘834 in view of WIlk and Hi | denbrand; and
(6) dains 36 through 37 under 35 U.S.C. § 103 as

unpat ent abl e over Chu ‘834 in view of WIlk and Cowsar.

1 This application has matured into U S. Patent 5,558,834
on Septenber 24, 1996. Accordingly, our reference to this
application in this decision is to its corresponding U S.

Pat ent 5,558,834 (hereinafter referred to as "Chu ‘834").
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We have carefully reviewed the specification, clains and
applied prior art, including all of the arguments advanced by
both the exam ner and appellants in support of their
respective positions. This review |leads us to concl ude that
the examner’s 8 103 rejections are not well founded. W
reverse each of the examner’'s 8§ 103 rejections for
essentially those reasons set forth in the Brief. W add the
following primarily for enphasis and conpl et eness.

The cl ai ned subject matter is directed to a device for
detecting an analyte in a biological fluid. The device
i ncludes “a separation matrix containing an aggl utinating
agent and between 70 and 150 millinolar of 4-(2-hydroxyethyl)-
1- pi per azi ne- et hanesul fonic acid (HEPES)” and neans for
detecting the analyte. See claim 28. The presence of the
HEPES buffer in the separation matrix is said to provide a
faster endpoint detection. Id.

The exam ner states that both Chu ‘485 and ‘843 discl ose
essentially the device recited in clains 28, except that they
fail to include between 70 and 150 millinolar of HEPES in
their separation matrix. See Answer, pages 4, 5, 7, 8 and 9.
The examiner then relies on Wlk to denonstrate that it would

4



Appeal No. 1997-0204
Application No. 08/400, 786

have been obvious to include HEPES in the separation matrix of
the type described in Chu 485 or ‘843.2 See Answer, pages 5
and 9. The di spositive question is, therefore, whether one
of ordinary skill in the art would have been |l ed to include
the cl ai ned anount of HEPES in the separation matri x descri bed
in Chu 485 or 843. W answer this question in the negative.
As argued by appellants, WIk teaches the inportance of
usi ng polyvinyl and other materials in a separation matrix to
m nimze the occurrence of substantial henolysis. See, e.g.,
colum 3, lines 36-43 and colum 4, line 60 to colum 5, line
28. According to Table 1, exanple 2, at colum 9 of WIKk, the
use of a particular conbination of these materials would
result in preventing the occurrence of any henolysis. WIKk
menti ons using HEPES in exanple 2 as one of the solvents
useful for dissolving an agglutinating agent used in the
separation matrix. See colum 6, lines 8-18, together with
colum 8, lines 48-51. However, as urged by appellants, WIk

di scl oses that the solvents, including HEPES, are renoved from

2 The exam ner does not rely on Hi | denbrand and Cowsar for
t he purpose of establishing obviousness wwth respect to
enpl oying HEPES in the separation matrix of the clai ned
device. See Answer, pages 6, 7, 10 and 11
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the separation matrix, prior to their use, so as not to inpair
the plasma separating properties of the separation matri X.
See colum 6, lines 8-18. Even if HEPES is not renoved from
the separation matrix described in Wlk as alleged by the
exam ner (Answer, page 13-14), WIk's exanple 2 shows at best
the inclusion only 10 mllinolar of HEPES in the separation
matrix (WIlk, colum 8, lines 48-51). Thus, we agree with
appel lants that the applied prior art as whole would not have
suggested including the clai ned anount of HEPES (at | east
seven tinmes nore than that shown in WIlk) in the separation
matri x of Chu's assaying device. Accordingly, on this record,
t he exam ner has not established a prima facie case of
obvi ousness regarding the clainmed subject matter within the
nmeaning of 35 U.S.C. § 103.

In view of the foregoing, the decision of the examner is
reversed

No tinme period for taking any subsequent action in
connection with this appeal may be extended under 37 CFR
§ 1.136(a).

REVERSED
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