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Doctrine of Equivalents
(DOE)
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Insubstantial Difference Test

Whether a person of ordinary skill in the art would
consider the difference between the claim limitation and

the alleged equivalent feature of the accused product to
be insubstantial.

Morgan Lewis (4]



Insubstantial Difference Test

DuPuy Spine Inc. v. Medtronic Sofamor Danek. Inc. (Fed. Cir. 2006)
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— 1 [19] The district court also erred in concluding that no
Fi9.2 reasonable jury could find the conically-shaped portion to be
an equivalent to the “spherically-shaped” limitation because it
) 1 does not do “substantially the same thing.” The district court's
? : conclusion rested solely on the fact that the screw head in

the Vertex® model contacts an edge of the hollow portion as
opposed to pressing against a much larger area. Vertex Onder,

slip op. at 5. As discussed above, properly construed, the

“hollow spherically-shaped portion™ includes the edge of that

portion. Because the screw head in the Vertex® model presses

against an edge of a hollow conically-shaped portion argued

1] D I’eSSGd ag a.l nSt th e h 0 | I ow to be an equivalent of the “spherically-shaped™ limitation,

a question of fact exists as to whether the difference in the
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Interchangability

Warner-Jenkinson Co. Inc. v. Hilton Davis Chemical Co. (1997)

The known interchangeability of the accused and claimed elements is
potent evidence that one of ordinary skill in the relevant art would have
considered the change insubstantial. [W]ithout such evidence, the
patentee will need other objective technological evidence demonstrating
that the substitute nevertheless represents a change that the ordinary
artisan would have considered insubstantial at the time of infringement
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The doctrine of ensnarement prevents patentees from using the doctrine
of equivalents to cover what is disclosed in, or obvious over, the prior art

Jang v. Boston Scientific Corp. & Scimed Life Systems, Inc., (Fed. Cir. 2017)

The first step is “to construct a hypothetical claim that literally covers the accused device.”
Next, prior art introduced by the accused infringer is assessed to “determine whether the
patentee has carried its burden of persuading the court that the hypothetical
claim is patentable over the prior art. The burden of producing evidence of prior art
to challenge a hypothetical claim rests with an accused infringer, but the burden of
proving patentability of the hypothetical claim rests with the patentee.”
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Jang v. Boston Scientific Corp. & Scimed Life Systems, Inc., (Fed. Cir. 2017)
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Prosecution History Estoppel

Prevents a patentee from narrowing patent claims during prosecution, then using
the doctrine of equivalents in patent litigation to recapture what had been
previously surrendered to secure allowance of the claims.

Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., Ltd (2002)

The equivalent may have been unforeseeable at the time of the application; the rationale

underlying the amendment may bear no more than a tangential relation to the equivalent
in question... In those cases the patentee can overcome the presumption that prosecution
history estoppel bars a finding of equivalence.

Tangental

Exception\’
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Prosecution History Estoppel

Ely Lilly and Co. v. Hospira, Inc., (Fed. Cir. 2019)
US7053085 (Claim 2)

A method of reducing the toxicity associated with the administration of an
(antifolate=>pemetrexed disodium) to a mammal comprising;

administering to said mammal an effective amount of said
(antifolate=>pemetrexed disodium) in combination with a methylmalonic acid
lowering agent.

Federal Circuit

We therefore hold that Lilly’'s amendment was merely tangential to pemetrexed
ditromethamine because the prosecution history ... strongly indicates that the
reason for the amendment was not to cede other, functionally identical,
pemetrexed salts.
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Disclosure Dedication Rule

Where a patent specification describes alternatives but does not
literally claim them, the patentee may not later resort to the doctrine
of equivalents to capture the disclosed-but-unclaimed alternative.

Johnson & Johnston Assoc. v. R.E. Servs., (Fed. Cir. 2002) (en banc)

Seeking narrow claims during prosecution and then assert infringement based on
doctrine of equivalents based on the disclosure in the specification is harmful to
definitional and public-notice functions and undermines legal stability.

Morgan Lewis



Disclosure Dedication Rule

Eagle Pharma v. Slayback Pharma (Fed. Cir. 2020)

US9572796 (Claim 1)

A non-aqueous liquid composition comprising:

bendamustine, or a pharmaceutically acceptable salt thereof;

a pharmaceutically acceptable fluid comprising a mixture of polyethylene glycol
and propylene glycol, wherein the ratio of polyethylene glycol to propylene glycol
in the pharmaceutically acceptable fluid is from about 95:5 to about 50:50; and...

US9572796 (Specification)

In other aspects of the invention, the bendamustine-containing compositions
include a) a pharmaceutically acceptable fluid which contains one or more of
propylene glycol, ethanol, polyethylene glycol, benzyl alcohol and glycofurol, and
b) a stabilizing amount of a chloride salt.

Morgan Lewis ®
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US Doctrine of Equivalents

Insubstantial Difference Test
Insubstantial Difference Test
- Interchangability
Insubstantial Difference Test
- Interchangability
Ensnarement

Prosecution Estoppel &
Disclosure Dedication Rule



Hm—ILRATS5A4 VELEH v. Insubstantial Difference Test

ITXHAILY b= ERE XS SR

PP RADKEMID L. FEFFROEER Y
BHME DECE. FICBHMEB L H DKM ED
LEENORBESNHNE

EFERDEHICHEHE S N-BBRERZTEAE
BER Sy & IERE B2 1H1=L T, REBIER
MY =-2REEEHEIZONVTIET—UBES &
DIENWERRTHDTIELZL ., LEEDEBYETE
SNAEHFHRAODKREWT D MR LELNH
BICHEATWSEINE S ZHIEL, ChZEER
TWSERHLNDIGEICZIE, HERSIIARE
FIER TIXAR LN T R E

Morgan Lewis

Insubstantial Difference Test
Whether a person of ordinary skill in the
art would consider the difference between
the claim limitation and the alleged
equivalent feature of the accused product
to be insubstantial.

Jury determines Infringement under
Dotrine of Equivalents

“Interchangeability” is used within
the Insubstantial Difference Test




R—ILA TS5 A FE4EH v. Ensnarement Doctrine
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Jang v. Boston Scientific Corp. & Scimed Life
Systems, Inc., (Fed. Cir. 2017)

The first step is “to construct a hypothetical claim
that literally covers the accused device.” Next, prior
art introduced by the accused infringer is assessed
to “determine whether the patentee has carried
its burden of persuading the court that the
hypothetical claim is patentable over the
prior art. The burden of producing evidence of
prior art to challenge a hypothetical claim rests
with an accused infringer, but the burden of
proving patentability of the hypothetical claim
rests with the patentee.”
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Prosecution Estoppel

Prevents a patentee from narrowing
patent claims during prosecution, then
using the doctrine of equivalents in
patent litigation to recapture what had
been previously surrendered to secure
allowance of the claims.

Tangental Exception



Hm"—ILRTSA4 ESEH v. Disclosure Dedication Rule
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Disclosure Dedication Rule

Where a patent specification describes
alternatives but does not literally claim them,
the patentee may not later resort to the
doctrine of equivalents to capture the
disclosed-but-unclaimed alternative.
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