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Webinar開始の前に

2

技術的なサポートが必要な場合
• Webex ヘルプセンターをご参照ください

https://help.webex.com/ja-jp

• 音声が聞こえない場合
https://help.webex.com/ja-jp/article/ela6i8/ミーティングまたはウェ
ビナーに参加する前に音声とビデオの設定を選択する#id_138213

• 上記で解決できない場合は、貴社ＩＴ部門にお問い合わせください

音声について
• コンピューターの音声を使用：ヘッドセットまたはスピーカ
ーを装着したコンピューターを使用します。 これは、デフォ
ルトの音声接続タイプです。

• ヘッドセット、スピーカー、およびマイクを変更することがで
きます。

• コール ミー：電話を受け取る電話番号を入力または選
択します。ウェビナー通話する必要があります。

• コールイン：電話からウェビナーに参加。 国際コールイン
番号は「Show all global call-in numbers」をご確認
ください。

• 音声に接続しない：ウェビナーをコンピュータまたは電話
から選択します。 次を実行している場合は、このオプショ
ンを使用します。コンテンツを共有するためにコンピュータ
を使用する必要があります。

ご質問がある場合
チャットよ
りご質問
を送信し
てください

CLE
NY/CA/IL の弁護士資格をお
持ちの方でCLEクレジットを取得
する場合は、Webinar終了後
のアンケートで、最後にお伝えす
る「Alphanumeric Code」 の
入力が必要となります

https://help.webex.com/ja-jp


Amgen Inc. v. Sanofi (U.S. 21-757)



Amgen v. Sanofi
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実施可能要件 - Enablement

35 U.S.C. § 112 – Specification
(a)IN GENERAL.—The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same, and shall set forth the best mode 
contemplated by the inventor or joint inventor of carrying out the invention.



Amgen v. Sanofi
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US8,829,1165
Claim 29. A pharmaceutical composition 
comprising an isolated monoclonal antibody, 

wherein the isolated monoclonal antibody 
binds to at least two of the following residues 
S153, I154, P155, R194, D238, A239, I369, 
S372, D374, C375, T377, C378, F379, V380, or 
S381 of PCSK9 listed in SEQ ID NO:3 and blocks 
the binding of PCSK9 to LDLR by at least 80%.



Amgen v. Sanofi
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PCSK9: ヒトプロタンパク質転換酵素サブチリシン
LDLR: LDL(コレストロール)受容体タンパク質



Amgen v. Sanofi
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US8,829,1165

…wherein the isolated monoclonal 
antibody binds to at least two of the 
following residues S153, I154, P155, R194, 
D238, A239, I369, S372, D374, C375, T377, 
C378, F379, V380, or S381 of PCSK9 listed 
in SEQ ID NO:3 and blocks the binding of 
PCSK9 to LDLR by at least 80%.

*No recitation of any structural limitations of 
the antibody



Amgen v. Sanofi (Fed. Cir. 2021)

“What emerges from our case law is that the enablement 
inquiry for claims that include functional requirements can be 
particularly focused on the breadth of those requirements, 
especially where predictability and guidance fall short. In 
particular, it is important to consider the quantity of 
experimentation that would be required to make and use, not 
only the limited number of embodiments that the 
patent discloses, but also the full scope of the claim.”
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Amgen v. Sanofi (US 2023)
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Issue: Whether enablement is governed by the statutory 
requirement that the specification teach those skilled in the 
art to “make and use” the claimed invention, or whether it 
must instead enable those skilled in the art “to reach the 
full scope of claimed embodiments” without undue 
experimentation—i.e., to cumulatively identify and make all 
or nearly all embodiments of the invention without 
substantial “time and effort.”



Amgen v. Sanofi (US 2023)
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• Amgen expressly claimed more than 32,000 combinations of 
residues and was required to enable every combination

• Determining where a particular antibody binds requires x-ray 
crystallography, a time-consuming and unpredictable 
methodology

“Regardless of the exact number of embodiments, it is clear that the claims are far
broader in functional diversity than the disclosed examples.”

“[E]ven assuming that the patent's “roadmap” provided guidance for making
antibodies with binding properties similar to those of the working examples, no
reasonable factfinder could conclude that there was adequate guidance beyond the
narrow scope of the working examples that the patent's ‘roadmap’ produced.”



Amgen v. Sanofi (US 2023)
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• Performing amino acid substitutions according to the 
specification’s instructions would lead to “millions of 
candidates” that must be tested.
– Teaching non-working means of practicing the claimed invention can undermine 

enablement

Atlas Powder Co. v. E.I. du Pont De Nemours & Co., 750 F.2d 1569, 1576–77 (Fed. Cir. 1984) 

“[I]f the number of inoperative combinations becomes significant, and in effect forces
one of ordinary skill in the art to experiment unduly in order to practice the claimed
invention, the claims might indeed be invalid.”



Parus Holdings v. Google LLC
(Fed. Cir. 2023)



Parus Holdings, Inc. v. Google LLC

35 U.S. Code § 311 - Inter partes review
(b)Scope. A petitioner in an inter partes review may request 
to cancel as unpatentable 1 or more claims of a patent only 
on a ground that could be raised under section 102 or 103 
and only on the basis of prior art consisting of patents or 
printed publications.
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Parus Holdings, Inc. v. Google LLC
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• PTAB did not exceed its statutory authority when it 
determined that the patent claims at issue in the 
IPR lacked written description support and thus 
could not claim priority to the application filing date

• PTAB’s analysis was sufficiently based on Section 103 
arguments because the PTAB could not make a 
determination under Section 103 without first establishing 
what qualified as prior art, which Respondent disputed its 
legitimacy 
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Federal Circuit Decision

Parus Holdings, Inc. v. Google LLC

For a claim to be entitled to 
the filing date of an earlier 
application, each application 
in the chain leading back to 
the earlier application must 
comply with the written 
description requirement of 35 
U.S.C. §112
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Federal Circuit Decision

Parus Holdings, Inc. v. Google LLC

§311 (b) merely dictates the 
grounds on which an IPR 
petition may be based, not the 
issues that Board may 
consider to resolve those 
grounds. Appelles complied 
with §311(b) by asserting 
invalidity grounds under §103.



In re: Cellect LLC 
(Fed. Cir. 2023)



In re: Cellect LLC
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2017 



In re: Cellect LLC
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First, we note that an ODP (Obviousness-type Double 
Patenting) determination depends on an assessment of 
obviousness, i.e., whether the claims of a later-expiring 
patent would have been obvious over the claims of an 
earlier-expiring patent owned by the same party. If so, 
absent a terminal disclaimer, the later-expiring claims 
are invalid.



In re: Cellect LLC

There, we noted that, “if a patent, under its original 
expiration date without a PTE, should have been (but 
was not) terminally disclaimed because of [ODP], then 
this court’s [ODP] case law would apply, and the patent 
could be invalidated,” but that “if a patent . . . is valid 
under all other provisions of law, then it is 
entitled to the full term of its PTE.” Novartis, 909 
F.3d at 1373, 1374 

20

Patent Term Adjustment: 35 U.S.C. 154 (Examination Delay)
Patent Term Extension: 35 U.S.C. 156 (Regulatory Delay)



In re: Cellect LLC
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We agree with the USPTO that PTA and PTE should be 
treated differently from each other when determining 
whether or not claims are unpatentable under ODP. 
PTA and PTE are dealt with in different statutes and 
deal with differing circumstances. 



In re: Cellect LLC

22

To say that PTA and PTE should be factored into an 
ODP analysis in the same manner merely because 
they both provide statutorily authorized time 
extensions that restore patent term due to various 
administrative delays, as Cellect argues, is an 
unjustified attempt to force disparate statutes into 
one. 



In re: Cellect LLC
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2017 



MALVERN PANALYTICAL v. 
TA INSTRUMENTS-WATERS 
(Fed. Cir. 2023)



Malvern Panalytical v. TA Instruments-Waters
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Title: Isothermal titration 
microcalorimeter apparatus and 
method of use

Claim Construction
“pipette guiding mechanism”



Malvern Panalytical v. TA Instruments-Waters
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District Court: “pipette guiding mechanism”

“mechanism that manually guides the pipette assembly” 
based on intrinsic evidence in the form of statements made 
during prosecution of an unrelated U.S. Patent 
No. 9,103,782 (“the ’782 patent”) owned by the same 
assignee

https://portal.unifiedpatents.com/patents/patent/US-9103782-B2


Malvern Panalytical v. TA Instruments-Waters
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Distritc Court’s Decision

The district court considered 
statements made during 
the ’782 patent prosecution 
when interpreting because it 
concluded that Malvern agreed 
the statements cited in the IDS 
during supplemental 
examination were incorporated 
into the intrinsic record.



Malvern Panalytical v. TA Instruments-Waters
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Federal Circuit Decision



Malvern Panalytical v. TA Instruments-Waters

Federal Circuit: 
“pipette guiding mechanism” means a mechanism that guides 
the pipette assembly manually or automatically, which is a 
plain and ordinary meaning of the term.
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Ortiz & Associates Consulting 
v. Visio Inc. (N.D. Tx. 2023)



Ortiz & Associates Consulting v. Visio Inc.
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 Dismissing patent litigation case with prejudice due to lack of 
damages (i.e. failing to plead facts sufficient to state a claim 
for relief under Rule 12(b)(6))
 12(b)(6) dismissal was based on failure to comply with the 

patent marking statute. The parties agreed that the asserted 
patent had expired and the NDTX Court dismissed pre-suit 
damages due to lack of marking of licensed products of a 
Defendant who settled the prior case



Ortiz & Associates Consulting v. Visio Inc.
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Life of Patent

Owner A Owner B 

Licensee 

Patent 
Litigation

Patent Marking Obligation

Patent Marking Obligation

6 years
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IP Webinar Series: Better Safe than Sorry 2024

No. 1: Important IP Cases (2024.01.26)

No. 2: [TMI Nagoya] (2024.03.15)

No. 3: [Osaka] (2024.05.XX)

No. 4: [MLB Tokyo] (2024.07.26)

No. 5: [MLB Silicon Valley] (2024.10.11)

No. 6: [Fukuoka] (2024.11.XX)



Your CLE Credit Information

For ALL attorneys seeking CLE credit for 
attending this webinar, please write down the 
alphanumeric code on the right >>

Kindly insert this code in the pop-up survey
that will appear in a new browser tab after you 
exit out of this webinar.

CWS2401
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Our Global Reach

Our Locations

Africa 
Asia Pacific
Europe

Latin America
Middle East
North America

Our Beijing, Shanghai, and Shenzhen offices operate as representative offices of Morgan, Lewis & Bockius LLP. 
In Hong Kong, Morgan, Lewis & Bockius is a separate Hong Kong general partnership registered with The Law Society of Hong Kong. 

Abu Dhabi
Almaty
Astana
Beijing
Boston
Brussels
Century City
Chicago
Dallas
Dubai
Frankfurt 
Hartford
Hong Kong
Houston
London
Los Angeles
Miami

Munich
New York
Orange County
Paris 
Philadelphia
Pittsburgh
Princeton
San Francisco
Seattle
Shanghai
Shenzhen
Silicon Valley
Singapore
Tokyo
Washington, DC
Wilmington
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Morgan, Lewis & Bockius LLP, a Pennsylvania limited liability partnership
Morgan Lewis Stamford LLC is a Singapore law corporation affiliated with Morgan, Lewis & Bockius LLP. 
Morgan, Lewis & Bockius UK LLP is a limited liability partnership registered in England and Wales under number OC378797 and is
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This material is provided for your convenience and does not constitute legal advice or create an attorney-client relationship. 
Prior results do not guarantee similar outcomes. Attorney Advertising. 
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