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AMGEN V. SANOFI
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Amgen v. Sanofi (U.S. 21-757)
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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 (U.S. 21-757)

5

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 (U.S. 21-757)
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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
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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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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.”
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Thaler v. Vidal (Fed. Cir. 2022)
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AIの発明者要件 – AI as an Inventor

35 U.S.C. § 112 – Inventor’s oath or declaration
(a)NAMING THE INVENTOR; INVENTOR’S OATH OR DECLARATION.        
—An application for patent that is filed under section 111(a) or 
commences the national stage under section 371 shall include, or 
be amended to include, the name of the inventor for any invention 
claimed in the application. Except as otherwise provided in this 
section, each individual who is the inventor or a joint inventor of a 
claimed invention in an application for patent shall execute an oath 
or declaration in connection with the application.
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U.S. App. No. 16/524,350: 
Flickering light that mimics 
neural activity 

U.S. App. No. 16/524,532: 
Fractal drink container for 
robots
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Patent Act expressly provides that inventors must be 
"individuals”. 

When used "[a]s a noun, 'individual' ordinarily means a human 
being, a person." 

Inventors must be natural persons and cannot be corporations 
or sovereigns.
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CALTECH V. BROADCOM
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Cali. Inst. of Tech. v. Broadcom Ltd. (Fed. Cir. 2022)
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IPR禁反言 – IPR Estoppel

35 U.S.C. § 351 – Relation to other proceedings or actions

(e)ESTOPPEL.—(1)PROCEEDINGS BEFORE THE OFFICE.—The petitioner 
in an inter partes review of a claim in a patent under this chapter that 
results in a final written decision under section 318(a), or the real 
party in interest or privy of the petitioner, may not request or 
maintain a proceeding before the Office with respect to that 
claim on any ground that the petitioner raised or reasonably 
could have raised during that inter partes review.
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Cali. Inst. of Tech. v. Broadcom Ltd. (Fed. Cir. 2022)

Both parts of § 315(e) create estoppel for arguments "on any ground that the petitioner 
raised or reasonably could have raised during that inter partes review." Shaw raised its 
Payne-based ground in its petition for IPR. The PTO denied the petition as to that ground, 
thus no IPR was instituted on that ground…Thus, Shaw did not raise — nor could it have 
reasonably raised — the Payne-based ground during the IPR. The plain language of the 
statute prohibits the application of estoppel under these circumstances. 

See Shaw Industries Group, Inc. v. Automated Creel Systems, Inc. (Fed. Cir. 2016)

“[W]e take this opportunity to overrule Shaw and clarify that estoppel applies not 
just to claims and grounds asserted in the petition and instituted for consideration 
by the Board, but to all claims and grounds not in the IPR but which reasonably 
could have been included in the petition.
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Cali. Inst. of Tech. v. Broadcom Ltd. (Fed. Cir. 2022)

Errata to the opinion:

“[W]e take this opportunity to overrule Shaw and clarify that estoppel 
applies not just to claims and grounds asserted in the petition and 
instituted for consideration by the Board, but to all claims and grounds 
not stated in the IPR petition but which reasonably could have 
been included in the petition asserted.”

*Estoppel does not apply to claims not in the IPR petition.
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OpenSky Indus. LLC v. VLSI Tech. LLC (IPR 2022)
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• Former patent litigator and managing partner 
for a large law firm in Silicon Valley

• Technical background in electrical engineering

• Master’s thesis was about artificial intelligence

• Worked for GE and Lockheed Martin before 
practicing law

• Industry reaction has been mostly positive, 
although some have expressed concern about 
Vidal’s close connections to Silicon Valley

USPTO長官レビュ – Director Review



OpenSky Indus. LLC v. VLSI Tech. LLC (IPR 2022)
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OpenSky Indus. LLC v. VLSI Tech. LLC (IPR 2022)
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OpenSky Industry LLC 

v. 

IPR



OpenSky Indus. LLC v. VLSI Tech. LLC (IPR 2022)
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“Viewed as a whole, OpenSky’s conduct has been an abuse of the 
IPR process, the patent system, and the Office. The totality of 
OpenSky’s conduct evinces a singular focus on using an AIA 
proceeding to extort money, from any party willing to pay, and at the 
expense of the adversarial nature of AIA proceedings.”

“The Director will ensure that the remedy suits the wrongdoing, 
both in this specific case and more generally when faced with evidence 
of an abuse of process or conduct that thwarts, rather than advances, 
the goals of the Office and the AIA.”



OpenSky Indus. LLC v. VLSI Tech. LLC (IPR 2022)

“I recognize that some may believe that I am allowing Intel to benefit 
from OpenSky’s wrongdoing by not immediately terminating the 
proceeding. However, there is no evidence that Intel was complicit in 
OpenSky’s abuse. I therefore focus on a principled, replicable approach 
that is in the best interest of the public and advances the USPTO 
and AIA goals to “consider . . . the economy, the integrity of the patent 
system, the efficient administration of the Office, and the ability of the 
Office to timely complete proceedings.” 35 U.S.C. § 316(b).
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WDTX UPDATE



Western District of Texas: Waco
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Judge Albright (62)
Appointed by President Trump in 2018



Reaction from the U.S. Congress
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“I have asked the Director of 
the Administrative Office, who 
serves as Secretary of the 
Judicial Conference, to put the 
issue before the Conference.”

Chief Justice Roberts
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IP Webinar Series: Better Safe than Sorry 2023

No. 1: Important IP Cases (2023.01.23)

No. 2: Preamble (2023.03.13)

No. 3: A-C Privilege (2023.05.22)

No. 4: Means Plus Function (2023.07.24)

No. 5: Extraterritorial Activity (2023.09.25)

No. 6: US Litigation Basics (2023.11.20)
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Jitsuro Morishita devotes his practice to resolving complex global 
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