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The opinion in support of the decision being entered
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journal and (2) is not binding precedent of the
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Before JOHN D. SMTH, GARRI S, and PAK, Adm ni strative Patent
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JOHN D. SMTH, Adm nistrative Patent Judge.

DECI SI ON ON APPEAL
This is an appeal pursuant to 35 U S.C. §8 134 fromthe
final rejection of clains 1-26. Caim1l and 14 are
representative and are reproduced bel ow

1. A nmethod of m xing dialysate in a henodi al ysis nmachi ne,
conpri si ng:

! Application for patent filed Novenmber 15, 1991.
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determ ning the actual concentration of individual
concentrate conponents to be m xed as a dial ysate;

determ ning the actual conductivity of a dialysate to be
formed by the concentrate conponents and water;

conmbi ning said concentrate conponents with said water to form
sai d di al ysat e;

sensing the conductivity of said dialysate and conparing
sai d sensed conductivity of said dialysate with said
determ ned actual conductivity of said dialysate; and

contolling the proportions of said concentrate conponents
and said water in accordance with said conparison to obtain
said determ ned actual dialysate conductivity.

14. An apparatus for m xing dialysate in a henodi al ysis
machi ne, conpri sing:

means for determ ning the actual concentration of
i ndi vi dual concentrate conponents to be m xed in a dialysate;

means for determ ning the actual conductivity of a
di al ysate to be fornmed by the concentrate conponents and
wat er ;

means for conbining said concentrate conponents with said
water to formsaid dialysate

means for sensing the conductivity of said dialysate and
means for conparing said sensed conductivity of said dialysate
with said determ ned actual conductivity; and

means for controlling the proportions of said concentrate
conponents and said water in accordance with said conparison
to obtain said determ ned dial ysate conductivity.

The references of record relied upon by the exam ner are:
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Storey et al.(Storey) 4,202, 760 May
13, 1980

Babb et al . (Babb) 4,399, 036 August
16, 1983

The appeal ed clains stand rejected under 35 U S.C. 8§
102(b) as anticipated by Babb. dainms 1, 3-6, 8, 9, 11, 13,
14, 16-19, 21, 22, 24, and 26 stand rejected under35 U S.C. 8§

102(b) as anticipated by Storey.

The subject nmatter on appeal is broadly directed to a
met hod and an associ ated apparatus for m xing dialysate in a
henodi al ysis machi ne. As explained in appellants’
speci fication, henodialysis machines are utilized by persons
havi ng i nsufficient kidney function and are attached to the
person through an extracorporeal circuit of blood tubing
connected to a dialyzer having a pair of chanbers separated by
a thin sem -perneabl e nenbrane. |n operation, the person’s
blood is circulated through one of the chanbers while a flow
of a dialysate is circulated through the other chanber. The
sem -perneabl e ultrafiltrati on menbrane passes waste materials
and water fromthe person’s blood to the dialysate. The

conposition of a dialysate is typically an agueous sol ution of
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an al kalizing salt. For exanple, a bicarbonate dialysate is
typically formed by sequentially volunetrically proportioning
two concentrates and water into a single solution by first

m xi ng an acid concentrate with water to forma first m xed
solution and then addi ng a bicarbonate concentrate to the
first solution. Appellants explain that such prior art

"Bi carbonate and Acidified concentrates” are available in many
different concentrations to allow a dialysate solution to be
tailored for an individual patient, and that such sol utions

are designated by the final concentrations of the chemcals

based on nom nal proportioning ratios (specification, page 2,
lines 15-21). In sone prior art cases, it is desirable that
the final "Sodium and Bicarbonate" concentrations differ
formthe nom nal values and to achieve this result, the

volunetric mxing ratios are varied fromthe nom nal val ues?.

Appel I ants acknow edge that prior art servo-

proportioni ng/ f eedback control systens have been utilized

2 The nom nal volunetric proportioning ratio for water to
"Acidified concentrate" is 34:1 while the the nom nal
volunetric proportioning ratio for "Water/Acidified" solution
to "Bi carbonate concentrate” is 19.13:1

4
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whi ch are based upon and controlled by nom nal conductivity
val ues which are attained fromthe concentration |abels of the
concentrates. However, according to appellants, such
concentration val ues have been found to vary as much as plus
or mnus five percent which "produce errors in the actual
final concentrations achi eved”(specification, page 3, lines
11-20). Appellants’ invention is said to solve the above
probl em by cal cul ating the actual conductivity contributions
of the individual chem cal conponents of the concentrate being
utilized(Abstract of the Disclosure).

Appealed claiml is directed to a nmethod of m xing

di al ysate conprising, inter alia, the steps of "determ ng the

actual concentration of individual concentrate conponents to
be m xed as a di al ysate[ enphasis added]"” and "determ ning the
actual conductivity of a dialysate to be fornmed by the
concentrate conponents and wat er|[ enphasis added]". It is

t hese steps® which appellants contend are not described or

carried out in the prior art systens. Thus, in the brief at

3 Simlar claimlanguage is present in the apparatus
clainms on appeal. Cdaim1l4, for exanple, requires "neans for
determ ning the actual concentration of individual conponents
to be m xed."
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page 14, appellants contend that there is nothing in Storey
that teaches the clained prelimnary steps of "actually
nmeasuring concentrations of conponents to be conbined into a
di al ysate as well as determ ning the actual (or desired)
conductivity of the dialysate to result fromthe conbi nation
of conponent s[enphasis added].” Wth respect to Babb,
appel l ants argue that Babb sinply assunes that the val ue of

t he concentrate conponents is that which is found on the | abel
of the containers prior to mxing (brief, page 10). These
argunments by appellants’ counsel |ead one to believe that the
clainmed "determ ning" steps of appellants’ nethod involve sone
guantitative nmeasurenment of the concentrates to determ ne the
"actual concentrate conponents” to solve the prior art problem
wherein reliance is placed on data on the | abels of the
concentrate which may vary as nmuch as plus or mnus five
percent fromthe actual values. On the other hand,

appel l ants’ specification does not describe any actual

nmeasurenent to deternm ne "the actual concentration of

i ndi vi dual concentrate conponents", but instead indicates that
the "concentrate conponents are expressed in ternms of the
final nom nal diluted concentrations" (i.e., the values on the

6
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| abel ) which "nmust be converted to the actual concentrations
of the concentrate conponents”(specification, page 6, |ines
19-22). This conversion or calculation is apparently effected
by entering the "erroneous"” data fromthe concentrate | abels
into a nonitor 14 and a controller 16 (Figure 2). Thus, based
on the specification, it appears that the clained step of
"determ ning the actual concentration of individual
concentrate conponents to be m xed as a dial ysate" covers a
step in which theoretical concentration val ues of
concentration conponents, not actual concentration values, are
sinply cal cul ated. Moreover, such theoretical concentration
val ues necessarily are based on the erroneous | abel data.

In light of the above, it appears that appellants have
chosen to give the claimlanguage "actual concentration” an
uncommon neaning, i.e., a theoretical calculated concentration
based on a | abel val ue which appell ants acknow edge vari es as
much as plus or mnus five percent fromits actual value. In
t he present case, however, this uncommon neaning of the claim
| anguage has not been set forth "with reasonable clarity,

del i berat eness, and precision"” as required. |In re Paulsen, 30

F.3d 1475, 1480, 31 USPQ2d 1671, 1674 (Fed Cr 1994). |ndeed,

7
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the claimlanguage is used in a manner contrary to its
accepted nmeaning in the art. See the MPEP § 2173. 01.
Moreover, further ambiguity is raised by the argunents of
counsel which inply that the claimed step in question
alternatively covers a step of actually nmeasuring the
concentrations of the concentrate conponents to be conbi ned.
In light of the foregoing, we find that the clains on appeal
do not define the netes and bounds of the invention with a
reasonabl e degree of precision and particularity. Therefore,
pursuant to our authority under 37 C.F.R 8 1.196(b), we enter
a new rejection against the appeal ed clainms under 35 U S.C. §
112, second paragraph.

We now turn to the prior art rejections before us. Under
t he circunstances recounted above, it is our view that the
nmet es and bounds of the appeal ed clains cannot be readily
ascertained. Thus, the prior art can only be applied agai nst
the clains based on conjecture and supposition and this is not
a proper basis for a rejection under 35 U.S.C. § 102(b).

Conpare In re Steele, 305 F2d 859, 862, 134 USPQ 292, 295

(CCPA 1962). Accordingly, we reverse the prior art rejections
of the clainms. W make cl ear, however, that we are not

8
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determ ning whet her the subject matter of the appeal ed clains
is patentable over the references, only that the subject
matter of the clains cannot be reasonably ascertained. Thus,
this determ nati on cannot be properly made on this record. 1In
any subsequent prosecution of this application, the exam ner
shoul d reconsider the relied upon references as well as the
the prior art references which formthe basis of an opposition
proceeding in the European Patent O fice. See the references
di scussed in Paper No. 34.
The decision of the examiner is reversed and a new

rejection has been entered agai nst the appeal ed cl ai ns.

Thi s deci sion contains a new ground of rejection
pursuant to 37 CFR 8 1.196(b) (anended effective Dec. 1, 1997
by final rule notice, 62 Fed. Reg. 53,131, 53,197 (Cct. 10,
1997), 1203 Of. Gaz. Pat. & Trademark O fice 63, 122 (Cct.
21, 1997)). 37 CFR 8 1.196(b) provides that [a] new ground of
rejection shall not be considered final for purposes of
judicial review"

37 CFR 8 1.196(b) also provides that the appellant,
WTH N TWO MONTHS FROM THE DATE OF THE DECI SI ON, nust exerci se
one of the following two options with respect to the new

9
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ground of rejection to avoid term nation of proceedings (37
CFR
8§ 1.197(c)) as to the rejected cl ai ns:

(1) Submit an appropriate anendnent of
the clains so rejected or a show ng of
facts relating to the clains so rejected,
or both, and have the matter reconsidered
by the exam ner, in which event the
application will be remanded to the
exam ner.

(2) Request that the application be
reheard under § 1.197(b) by the Board of
Pat ent Appeal s and Interferences upon the
sanme record.
No tinme period for taking any subsequent action in
connection with this appeal nmay be extended under 37 CFR 8§

1.136 (a)

REVERSED 37 CFR 8§ 196 (b)

JOHN D. SM TH
Adm ni strative Patent Judge )

10
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BOARD OF PATENT

BRADLEY R. GARRI S APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

CHUNG PAK
Adm ni strative Patent Judge

N N N N N N N N N N N N
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CHARLES R NMATTENSON, ESQ
BAXTER HEALTH CARE CORPCRATI ON
ONE BAXTER PARKWAY, DF3-3E
DEERFI ELD, | LLINO S 60015
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