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(2) is not binding precedent of the Board.

Paper No. 19

UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte JEROVE S. SCHULTZ

Appeal No. 98-2792
Application 08/516, 257

ON BRI EF

Bef ore CALVERT, FRANKFORT and STAAB, Adninistrative Patent
Judges.

FRANKFORT, Adninistrative Patent Judge.

! Application for patent filed August 17, 1995. According
to appellant, the application is a division of Application
07/ 980, 027 filed Novenber 23, 1992, abandoned.
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DECI SI ON ON APPEAL

This is a decision on appeal fromthe exam ner's
final rejection of clainms 15 through 17 and fromthe
examner’s refusal to allowclains 1, 2, 4 through 10 and 36
t hrough 38 as anended subsequent to the final rejection in
a paper filed June 13, 1997 (Paper No. 11). Cains 24, 25, 34
and 35 stand allowed. dains 22, 23, 26 and 39 through 55,
the only other clains pending in the application, have been
w thdrawn from further consideration by the exam ner under 37
CFR § 1.142(b). dainms 3, 11 through 14, 18 through 21 and 27

t hrough 33 have been cancel ed. ?

Appel lant’s invention relates to a system or device
for neasuring the concentration of certain biochem ca
constituents in a patient. As can be seen in Figures 1-3 of

the application, the systemincludes a sensor unit (4) having

2 Decided concurrently herewith is the appeal in
appel l ant’ s co-pendi ng application No. 08/714,830, filed
Septenber 17, 1996 (Appeal No. 99-0446).
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a single zone or processing chanber (10) therein. At l|least a
portion of the capsule or sensor unit housing is transparent

or translucent so

as to allow light (e.g., froman optical fiber (30)) to enter
t he processing chanber in the housing. At |east a portion of
the capsul e or sensor unit housing is also defined by a sem -
per neabl e menbrane (8 or 50) which allows the passage of

bi ochem cal constituents of interest (i.e., analytes) into
the capsule interior, while retaining within the capsule
predeterm ned materials that cause a response. The chanber
wi thin the sensor unit housing or capsule al so includes
receptor material that is capable of chemcally interacting
with the analyte of interest. The processing chanber al so
contains an “anal og-anal yte,” which is a conpeting substance
whi ch has properties simlar to the anal yte and which can bind

with the receptor material.
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As explained in the | ast paragraph on page 13 of the
specification, the anal og-analyte binds with a receptor to
form an anal og-anal yte-receptor conplex. Wen the anal yte
nol ecul es are introduced into the processi ng chanber by
di ffusi on through the sem -perneabl e nenbrane (8), they may
then bind with a receptor to forman anal yte-receptor conpl ex.
Apparently the receptor material has a higher affinity for the

anal yte nol ecul e

than for the anal og-anal yte nol ecul e, because the formation of
an

anal yte-receptor conplex frees a previously bound anal og-

anal yte nol ecul e. The anal og-anal yte nol ecul es are | abel ed by
coval ent coupling with an appropriate dye (specification, page
14) so that they fluoresce in response to excitation energy
sent into the processing chanber (i.e., via the optical fiber
(30)). The degree of interaction of the analyte with the

receptor material in the processing chanber of the sensor is
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nmonitored renotely by detection neans (44) which neasures, for
exanple, the level of fluorescence of the freed anal og-anal yte
nol ecul es and converts the neasured | evel of |ight energing
fromthe sensor (4) into the desired concentration
information for the analyte of interest. One exanple of a use
for the systemdiscl osed by appellant (Exanple 1, page 22) is
for determning the concentration of glucose in blood, e.g.,

in a patient with diabetes nellitus.

A copy of representative clainms 1 and 15 is attached

to this decision.

The prior art references relied upon by the exam ner

in rejecting the appeal ed cl ai ns are:

Schul t z 4,344, 438 Aug. 17, 1982
Kom ves et al. (Kom ves) 5, 143, 066 Sept. 1, 1992

Clains 15 and 16 stand rejected under 35 U S. C

§ 102(b) as being anticipated by Schultz.
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Caims 1, 2, 4 through 9, 15 and 16 stand rejected

under 35 U. S.C. 8 102(e) as being anticipated by Kom ves.

Clainms 10, 17 and 36 through 38 stand rejected under
35 U.S.C. §8 103 as bei ng unpatentabl e over Kom ves in view of

Schul tz.?3

Rat her than attenpt to reiterate the examner's ful
comentary with regard to the above-noted rejections and the
conflicting viewpoints advanced by the exam ner and appel | ant
regarding the rejections, we nake reference to the examner's
answer (Paper No. 18, nmiled October 1, 1997) for the
exam ner's
reasoni ng in support of the rejections, and to appellant’s
brief (Paper No. 17, filed Septenber 23, 1997) for appellant’s

argu- nments thereagainst.

3 The rejection of clainms 2 and 4 through 8 under 35
U S. C 8 112, second paragraph, in the final rejection (Paper
No. 10) has been overcone by the anmendnent filed June 13, 1997
(Paper No. 11). See the advisory action mailed July 29, 1997
(Paper No. 14).
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OPI NI ON
In reaching our decision in this appeal, we have
gi ven careful consideration to appellant’s specification and
clainms, to the applied prior art references, and to the
respective positions articul ated by appellant and the
exam ner. As a consequence of our review, we have nmade the

determ nati ons which foll ow

Looking first at the examner's rejection of clains
15 and 16 under 35 U. S.C. § 102(b) as being anticipated by
Schultz, we share the exam ner’s view that Schultz discloses
(Figures 5a, 5b) a sensor unit (26) for sensing properties of
a sanple analyte, which unit is structured to be used with a
remote |ight source (36) and renpte detection nmeans (41) both
of which are disposed in noncontacting position wth respect
to the sensor unit. The sensor unit itself includes a capsule
(30, 34) closed by an optical fiber (32) inserted in one end
thereof. The capsul e defines a single undivided processing

chanber (28), a
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portion (30) of which is a sem -perneable nenbrane that is
perneable to the analyte (e.g., glucose). Receptor naterial
(35, e.g., Con-A) is disposed within the chanber and, nore
particularly, is coated on the inner wall of the portion (30)
thereof. The receptor material is capable of chemcally
interacting with the analyte. As can be seen in Figure 5b,
light (40) entering the chanber (28) will not be bl ocked from
i npi ngi ng on the analyte or receptor material by a chanber
dividing wall restricting passage of said light. Thus, we
conclude that appellant’s clains 15 and 16 on appeal are
readabl e on the sensor unit of Schultz (Figures 5a, 5b) and
that the subject natter of appellant’s clains 15 and 16 is

therefore anticipated by Schultz.

Appel l ant’ s argunent (brief, page 6) that Schultz
does not disclose a sensing unit which is adapted for use with
a renote detection neans, because the optical fiber (32) in
Schultz is physically part of and cooperates in defining the

chanber (28), is not persuasive. The sensing unit (26) of
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Schultz, which is conprised of the optical fiber (32), the
hol |l ow di alysis fiber (30) and the plug (34), is clearly

“structured to be used with

remote |ight source neans [36] and renote detection neans [41]

both of which are disposed in noncontacting position with

respect

to the sensor unit.” Note particularly, the disclosure at
colum 5, lines 37-44, of Schultz, wherein it is indicated
t hat

the emtted fluorescence fromthe chanber (28) enters the
opti cal

fiber (32) and is transmtted “through the other end” (39),
where it is then reflected by the half-silvered mrror (38)
into the |ight detector (41) through a filter (42). Wile we
realize that appellant’s argunment is specifically related to
t he enbodi nent of the invention seen in Figure 1 of the
application, wherein the sensing unit or capsule (4) is

i npl anted under the skin (6) of a patient and is physically
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separate fromany optical fiber, light source, or detection
means, we note that the systembroadly set forth in clainms 15
and 16 on appeal is not limted to that enbodinent and is
susceptible to the much broader interpretation which we have

appl i ed above.

Based on the foregoing, we will sustain the
examner’s rejection of appellant’s clains 15 and 16 under 35
Uus.C

§ 102(b) relying on Schultz.

Turning next to the examner's rejection of clains
1, 2, 4 through 9, 15 and 16 under 35 U.S.C. 8§ 102(e) as being
antici pated by Kom ves, we note that each of the independent
clains 1 and 15 on appeal requires a sensor capsul e having or
defining “a single undivided processing chanber.” Wen this
recitation is read in |light of appellant’s disclosure and
gi ven
its broadest reasonable interpretation consistent therewth,

it is clear that the sensor capsul e has one and only one
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(i.e., a single) processing chanber. Note particularly,
Figures 1 through 3 of appellant’s application which clearly
show the capsule (4) wth a single processing chanber (10).

Li ke appellant, we find no disclosure in Kom ves of a sensor
unit or system for neasuring properties of an anal yte that

i ncludes a sensor capsule that is formed with a single (only
one) undi vi ded processing chanber. Notw thstanding the

exam ner’s comments regarding the |ight chanmber (27) of

Kom ves being an undivi ded chanber, we note that this
reference clearly has a sensor capsul e (defined by the probe
housi ng (5) and optical fiber (9)) which includes tw
processi ng chanbers (27) and (29), instead of a sensor capsule
having a single processing chanber as required in the clains

on appeal. For this reason, we will not sustain the

examner’s rejection of clains 1, 2, 4 through 9, 15 and 16

under 35 U. S.C. 8 102(e) as being anticipated by Kom ves.
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In rejecting dependent clains 10, 17 and 36 through
38 under 35 U.S.C. 8§ 103 as being unpatentabl e over Kom ves in
view of Schultz, the exam ner has relied upon the teachings in
Schul t z
regarding receptor material immbilized in a gel (Fig. 6) and
several binding agents or receptors being incorporated into
one sensor capsule (col. 7, lines 23-30) to nodify Kom ves.
However, even if such teachings woul d have nmade it obvious to
one of ordinary skill in the art to nodify Komves in the
manner urged by the exam ner, we note that Kom ves (as
nodi fied) would still not have a sensor capsul e having or
defining only one (a single) undivided processi ng chanber.
Thus, the examner’s rejection of clainms 10, 17 and 36 through

38 under 35 U . S.C. § 103 will Iikew se not be sustai ned.

In addition to the foregoing, we find it necessary
to REMAND this case to the exam ner for a decision on the
record as to whether or not a rejection of one or nore of the
clains on appeal in this case would be appropriate based on

t he conbi ned
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teachi ngs of the Meadows article applied in appellant’s co-
pendi ng application No. 08/ 714,830 (Appeal No. 99-0446) and
Kom ves (Figure 3), or based on Schultz (Figures 5a, 5b) in
view of Komves (Figure 3). |In particular, we point to our
affirmance of the 8§ 103 rejection in appellant’s co-pending
application (Appeal No. 99-0446) based on the Meadows article

and Komni ves.

In view of the foregoing, the exam ner's decision
rejecting clains 15 and 16 under 35 U.S.C. 8§ 102(b) as being
antici pated by Schultz has been affirnmed, but the decision
rejecting clainms 1, 2, 4 through 9, 15 and 16 under 35 U S.C

8§ 102(e) relying on Kom ves, and the decision rejecting
claims 10, 17 and 36 through 38 under 35 U . S.C. 8§ 103 based on
Kom ves and Schultz have been reversed. In addition, we have
REMANDED t his application to the exam ner to consider certain
designated prior art and possible rejections flow ng

t herefrom
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The decision of the examner is affirnmed-in-part.

In addition to affirmng the exam ner's rejection of
one or nore clains, this decision contains a renmand. 37 CFR
8§ 1.196(e) provides that

[ W henever a decision of the Board of

Pat ent Appeal s and Interferences includes

or allows a remand, that decision shall not

be considered a final decision. Wen

appropriate, upon conclusion of proceedi ngs

on remand before the exam ner, the Board of

Pat ent Appeals and Interferences may enter

an order otherwi se making its decision
final.

Regarding any affirmed rejection, 37 CFR § 1.197(b)
provi des:
Appel lant may file a single request for

rehearing within two nonths fromthe date
of the original decision.

The effective date of the affirmance is deferred
until conclusion of the proceedi ngs before the exam ner
unl ess, as a nere incident to the limted proceedings, the

affirmed rejection is overcone. |f the proceedings before the

14
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exam ner do not result in allowance of the application,
abandonnment or a second appeal, this case should be returned
to the Board of Patent Appeals and Interferences for final
action on the affirned rejections, including any tinely

request for rehearing thereof.

This application, by virtue of its "special" status,
requires i medi ate action, see MPEP 8 708.01 (Seventh Edition,

July 1998).
No tinme period for taking any subsequent action in
con- nection with this appeal may be extended under 37 CFR 8

1.136(a).

AFFI RVED- | N- PART AND REMANDED

| AN A. CALVERT
Adm ni strative Patent Judge

)
)
)
)
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PATENT

| NTERFERENCES

CEF: psb

CHARLES E. FRANKFORT
Adm ni strative Patent Judge

LAVRENCE J. STAAB
Adm ni strative Patent Judge
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Arnold B. Silvernan

Eckert Seanmans Cherin & Mellott
600 Grant Street

42nd Street

Pittsburgh, PA 15219
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APPENDI X

1. A systemfor neasuring properties of an anal yte
conpri sing

a sensor capsul e having a single undivided
processi ng chanber defined by a wall which has a sem -
per neabl e nenbrane perneable to said analyte as at |east a
portion thereof,

receptor material disposed within said chanber and
bei ng capable of chemcally interacting with said anal yte, and

at least a portion of said sensor wall being trans-
| ucent, whereby light entering said processing chanber wll
not be bl ocked frominpinging on the analyte or receptor
mat er i al by a chanber dividing wall restricting passage of
said |ight.

15. A sensor unit for sensing properties of a
sanpl e analyte and structured to be used with renote |ight
source nmeans and renote detection neans both of which are
di sposed in non- contacting position with respect to said
sensor unit, said sensor unit conprising

a capsul e defining a single undivided processing
chanber, at |east a portion of said capsule being a sem -
per meabl e nenbrane, which is perneable to said anal yte, and

receptor material disposed within said chanber and
capable of chemically interacting with said anal yte, whereby
light entering said chanber will not be bl ocked from i npi ngi ng
on the analyte or receptor material by a chanber dividing wall
restricting passage of said |light.

-Al-



