IN THE UNI TED STATES DI STRI CT COURT

FOR THE DI STRI CT OF DELAWARE

C. R BARD, I NC
Plaintiff,
V. Givil Action No. 96-589-SLR
MEDTRONI C, | NC.

Def endant .

N N N N N N N N N

VEMORANDUM ORDER

At WImngton this 31st day of January, 2001, having
reviewed the conplete prosecution history of U S. patent No.
5,484,474 and the parties' subm ssions regardi ng such;

I T 1S ORDERED that plaintiff is barred fromasserting
infringenment of the claimelenent "a housing defining a
substantially toroidal flow path,"” for the reasons that follow

1. The United States Court of Appeals for the Federal
Crcuit construed the claimlanguage at issue "as requiring that

the housing itself be toroidally shaped.” C R Bard Inc. v.

Medtronic, Inc., No. 99-1475, 2000 U. S. App. LEXIS 15316 at *8

(Fed. G r. June 29, 2000).
2. (Cearly, the accused product does not have a
housing that is itself toroidally shaped. Therefore, there can

be no literal infringenment.



3. The court further finds that, consistent with the

Federal Circuit's decision in Festo Corp. v. Shoketsu Kinzoku

Kogyo Kabushi ki Co., 234 F.3d 558 (Fed. G r. 2000) (en banc) and,

e.g., KIC Corp. v. Kinetic Concepts, Inc., 223 F. 3d 1351 (Fed.

Cir. 2000) and Bayer AG v. Elan Pharm Research Corp., 212 F.3d

1241 (Fed. G r. 2000), plaintiff is estopped from asserting
infringenment of this claimelenent under the doctrine of
equi val ent s.

4. In the prosecution history of the '474 patent, the
exam ner opined that the Siposs reference showed a "toroidal flow
path.” (O fice Action dated July 26, 1994 at 3) Plaintiff, in
its response, acknow edged that "blood tangentially entering
Si poss' circular chanber 54 may well flowin a circular path
al ong the peripheral wall of the circular chanber 54." (Response
to July 26, 1994 O fice Action, dated Novenber 22, 1994 at 11)
Nonet hel ess, plaintiff argued that:

Si poss does not appear to have expressly
recogni zed a "toroidal flow path" occurring
within the "circular" chanber 54, much | ess
any benefit of enhancing such "toroidal flow
path."” (Si poss does not appear to nention
the term"toroidal.") Siposs teaches a
conical cap interior with a central apex
defining the highest elevation for channeling
gas to the central vent 48. A centra
indentation in the cap woul d destroy Siposs

i nt ended operation of congregating gas in the
center of the chanber. . . . Thus, Siposs
provi des no suggestion of (and teaches away
from a central indentation and a laterally
of fset gas vent as cl ai ned.

(Response to July 22, 1994 Ofice Action, dated Novenber 22, 1994
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at 13)

5. Having distinguished the prior art with reference
to structure (the central indentation in the cap), it cannot now
claimthe benefits of its invention in the absence of said

structure. See, e.q., KIC, 223 F.3d at 1359-60.

| T 1S FURTHER ORDERED that plaintiff may proceed to
trial on the issue of literal infringenment of the filter el enent
support limtation, for the reasons that follow

1. The Federal Circuit described the accused filter
el ement as foll ows:

The filter elenent of the Medtronic
filter sits on the bottomof the filter
housing, and is affixed to the bottomw th
potting material, a type of adhesive. The
top of the filter elenment is affixed with
potting material to a filter cap. The filter
cap is largely disc-shaped, with a |lip that
ext ends down over the top edge of the filter
elenment. The filter cap is not attached to
t he housing cap. The space between the
filter cap and the housing cap is enpty.
Fluid entering the filter housing passes over
the filter cap, and flows down in the space
bet ween the edge of the filter cap and the
filter housing wall, passing through the
filter element into the interior portion of
the filter, and then exiting through the
fluid outlet.

C.R Bard, 2000 U S. App. LEXIS 15316 at *3-4.

2. The Federal Crcuit construed the claimlanguage
"filter element support |ocated within the housing and centrally
di sposed with respect to the toroidal flow path" as requiring "a

structural support for the filter elenment (not just potting



material) that is centrally disposed with respect to the toroidal
flow path, at the top of the filter elenent.” 1d. at *14-15

3. Inits discussion, the Federal G rcuit further
expl ai ned t hat

[t] he prosecution history surrounding the
addition of this limtation to the clains

i ndi cates that the support nust be in the
toroidal flow path, which is at the top of
the filter elenent. During prosecution of
the patent, the clainms were rejected over

Si poss, alone and in conbination with anot her
patent. The exam ner indicated that the
clainms would be allowable if anended to

i nclude, anong other limtations, a "filter
el ement support neans centrally located in
the toroidal flow path.” In response to this
suggestion, Bard anended the clains to
include the filter el enent support
limtation. Although Bard chose | anguage
sonmewhat different fromthat proposed by the
exam ner, it indicated in its anendnent that
it had anended the clains "in the manner
suggested by the examner." The | anguage
used by the examner, "filter elenent support
means centrally located in the toroidal flow
pat h" (enphasis added), clearly requires a
support that is |located in the center of the
toroidal flow path. The | anguage used in the
claim "filter element support

centrally disposed with respect to the
toroidal flow path,"” also indicates that the
support is located in the center of the
toroidal flow path. Because the toroida
flow path exists at the top of the filter

el enment, in the space between the filter cap
and the ceiling of the housing cap, in order
to be located in the center of the toroidal
flow path the support nust be at the top of
the filter el enent.

Id. at *13-14. (See Ofice Action dated January 13, 1995;

Response to January 13, 1995 Ofice Action, dated April 12, 1995



at 9)

4. In construing the filter elenent support
limtation, then, the Federal Circuit has required that the
support elenent be a structure separate fromthe filter el enent
and that said structure be |ocated at the top of the filter
elenment in the toroidal flow path.

5. Because the filter elenment support limtation was
not litigated in this context, plaintiff is entitled to try the
i ssue of whether the accused device literally infringes the
filter elenment support limtation.

6. Under the reasoning of Festo, 234 F.3d at 568-78,
however, plaintiff is precluded fromasserting infringenent under
the doctrine of equival ents because it anmended its filter el enent
support limtation to distinguish its invention fromthe prior
art.

a. The claimlanguage as originally proposed
called for "a filter element supported within the filter el enent
chanber by the central indentation of the housing." (Application
Serial No. 08/052,787, filed April 23, 1993, at 18)

b. The claimlanguage was anended in March 1994
toread "a filter elenment supported within the filter el enent
chanber of the housing." (Request for Filing a Continuation
Application dated March 8, 1994, at 2)

c. The clains were rejected as unpatentabl e over
the prior art. In connection with the claimlimtation at issue,
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t he exam ner opined that the Reeder reference taught the use of
"potting material." (Ofice Action dated July 26, 1994, at 5)

d. Plaintiff did not anend the claimlanguage in
response. Nevertheless, plaintiff distinguished Siposs as
fol |l ows:

Si poss enpl oys a center cone 26 extending
upward fromthe bottomof the filtered
chanber to hold end plates 34 and 28. The
filter element is, therefore, fully supported
by the center cone 26 and need not be
supported by a central indentation in the
cap.

(Response to July 26, 1994 Ofice Action, dated Novenber 22,
1994, at 13)
e. The clains again were rejected. (Ofice
Action dated January 13, 1995)
f. After a telephonic interview on February 8,
1995, the exam ner indicated, as noted above,
that he would reconsider rejection and claim
25 woul d be allowable if anmended to include
[imtations in clains 26 and 27 and filter
el ement support neans centrally located in
the toroidal flow path.
(Exam ner Interview Sunmary Record, dated February 10, 1995)
g. In response, plaintiff anmended the claim
| anguage to read "a filter elenment support |located within the
housing and centrally disposed with respect to the toroidal flow
path."” (Response to January 13, 1995 Ofice Action, dated Apri
12, 1995, at 2)

h. The anmended cl ai m| anguage was al | owed by
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O fice Action dated May 3, 1995.
i. Cearly, the claimlanguage was anended for a
substantial reason related to patentability. Therefore, said

cl ai m anendnent creates prosecution history estoppel.

United States District Judge



