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On January 10, 2024, the United States Patent and Trademark Office (USPTO)
published Guidelines, applicable to any technology, for ascertaining compliance with the enablement
requirement in view of the U.S. Supreme Court decision in Amgen v. Sanofi (“Amgen”). According to
the Guidelines, which will be incorporated into the Manual of Patent Examining Procedure in due
course, the USPTO will continue to use the In re Wands (“Wands”) factors when determining
whether claims in a patent application are enabled. The USPTO considers that its current policies on
enablement are consistent with Amgen and post-Amgen enablement decisions from the Federal
Circuit.

In Amgen, as previously discussed, the Supreme Court (“Court”) unanimously affirmed the Federal
Circuit in answering the question of what is required to satisfy the enablement requirement for a
patent claim directed to a functional genus. The Court held that Amgen’s patent claims1 directed to a
genus of monoclonal antibodies that are functionally defined (i.e., antibodies that bind to specific
amino acid residues of the PCSK9 protein and block the binding of PCSK9 to a LDL cholesterol
receptor) lacked enablement. The Court held that, even though Amgen’s specification disclosed the
amino acid sequences of 26 antibodies that perform the claimed functions, Amgen’s claims “sweep
much broader than the exemplified 26 antibodies” and Amgen “failed to enable all that it claimed,
even accounting for a reasonable degree of experimentation.”2

In the Guidelines, the USPTO provided the following analysis:

In Amgen, the Court relied on precedent from a wide variety of technologies.3 Therefore,
there is no reason to treat the Amgen decision as limited to antibodies or biotechnology. The
principles set forth in the Amgen decision regarding the enablement requirement apply to all
fields of technology.
 
The Court emphasized that the specification may call for a reasonable amount of
experimentation to make and use the full scope of the claimed invention. That
reasonableness standard is still the one to be applied following Amgen.
 
In Amgen, the Court did not explicitly address the Wands factors. However,
the Wands factors are probative of the essential inquiry in determining whether one must
engage in more than a reasonable amount of experimentation. The Wands factors were
applied or discussed in the Federal Circuit’s Amgen v. Sanofi decision, which the Court
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affirmed, and the post-Amgen Federal Circuit enablement decisions, Baxalta v. Genentech, 
Medytox v. Galderma, and In re Starrett.4

 
Consistent with these Federal Circuit decisions, the Wands factors will continue to be used by
the USPTO to assess whether the experimentation required by the specification to make and
use the entire scope of the claimed invention is reasonable or undue. Federal Circuit
precedent applying the Wands factors prior to Amgen is still informative as to how
the Wands factors should be analyzed in different situations.

Notably, in all post-Amgen Federal Circuit cases, which are referenced in the Guidelines, along with
all Patent Trials and Appeals Board (“PTAB”) cases citing Amgen, the genus claims at issue were
found not enabled across various areas of technology. Post-Amgen district court decisions have been
mixed, with some findings of enablement (by the jury) based upon the particular facts and generally
narrow claims. At least five of the district court cases have been appealed to the Federal Circuit. A
table of these post-Amgen cases is provided below.5

Because the Wands analysis is a multifactorial, fact specific analysis, it is challenging to make a
generalized conclusion as to what is sufficient, enabling disclosure and what is not. Enablement
guidance for a specific patent application continues to be drawn from analysis of enablement case
law in the relevant area of technology. In technology areas where results are less predictable until
reached, such as where simultaneous conception and reduction to practice occurs, less is enabled
beyond the disclosed species. The Court considered antibody technology an unpredictable art,
stating that “scientists cannot always accurately predict exactly how trading one amino acid for
another will affect an antibody’s structure and function,” concluding that “[t]he more one claims, the
more one must enable.”7

Because the Guidelines are essentially a review of current jurisprudence without any further guidance
or examples, we will all need to stay tuned to witness – and to participate in – Amgen’s impact.

1 US Patent No. 8,829,165 (Amgen):

1. An isolated monoclonal antibody, wherein, when bound to PCSK9, the monoclonal
antibody binds to at least one of the following residues: S153, I154, P155, R194, D238, A239,
I369, S372, D374, C375, T377, C378, F379, V380, or S381 of SEQ ID NO:3, and wherein the
monoclonal antibody blocks binding of PCSK9 to LDLR.

US Patent No. 8,859,741 (Amgen):

1. An isolated monoclonal antibody that binds to PCSK9, wherein the isolated monoclonal
antibody binds an epitope on PCSK9 comprising at least one of residues 237 or 238 of SEQ
ID NO: 3, and wherein the monoclonal antibody blocks binding of PCSK9 to LDLR.

2 Amgen v. Sanofi, 598 U.S. 594, 613 (2023).

3 See, e.g., Holland Furniture Co. v. Perkins Glue Co., 277 U.S. 245 (1928) (related to a starch
glue); The Incandescent Lamp Patent, 159 U.S. 465 (1895) (related to incandescent lamp);
and O’Reilly v. Morse, 56 U.S. 62 (1854) (related to electro-galvanic force for telegraph).
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4 2023 WL 3881360 (Fed. Cir. 2023) (non-precedential).

5 Post-Amgen Federal Circuit, District Court, and PTAB Enablement Cases

Cases Subject matter Enabled Not Enabled

Federal Circuit    

Baxalta Inc. et al. v.
Genentech, 81 F.4th
1362 (Sept. 30,
2023)

An antibody defined
by function

X  

Medytox, Inc., v.
Galderma, Inc. et al.,
71 F.4th 990 (June
27, 2023)

A method for treating
glabellar lines with
botulinum toxin

X  

In re W.H. Starrett,
Jr., 2023
WL3881360 (June 8,
2023)

A non-transitory
computer readable
medium containing
data for handling
data structures
representing
biological signals,
using machine
learning

X  

District Court    

Oyster Optics, LLC
v. Ciena Corp., WL
7027507 (N.D.Cal.)

A transceiver card
for a
telecommunications
box for transmitting
data

Pending; motion for
summary judgment
denied

 

Allergan v. MSN
Laboratories, WL
6295496 (D. Del.,
Sept. 27, 2023)
Appeal filed Oct.
18, 2023 (24-1061,
Fed. Cir.)

A pharmaceutical
tablet comprising
eluxadoline

Declined to address
b/c held no written
description

 

Teva v. Eli Lilly, WL
6282898 (D. Mass.,

A method of treating
headache

X  
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Sept. 26, 2023)
Appeal filed Nov.
14, 2023 (24-1149,
Fed. Cir.)

Duke University v.
Sandoz, WL
9227019 (D. Colo.,
Sept. 21, 2023)
Appeal filed Oct.
25, 2023 (24-1078,
Fed. Cir.)

A method of growing
hair using a
prostaglandin F
analog

X  

MHL Custom v.
Waydoo USA, WL
5748755, (D. Del.,
Sept. 6, 2023)

A weight-shift
controlled personal
hydrofoil watercraft

X  

In re Entresto Patent
Litigation, WL
4405464 (D. Del.,
July 7, 2023)
Appeal filed July
31, 2023 (23-2218,
23-2219, 23-2220,
23-2221, 23-2319,
Fed. Cir)

A pharmaceutical
composition
comprising the AT
1-antagonist
valsartan and a
specified NEP
inhibitor

X  

Orexo v. Sun
Pharmaceutical, WL
4492095 (D. N.J.,
June 30, 2023)
Appeal filed Aug.
11, 2023 (23-2273,
Fed. Cir)

A pharmaceutical
composition
comprising
buprenorphine

X  

ESCO Group v.
Deere & Co., WL
4199413 (D. Del.,
June 22, 2023)

A wear assembly for
excavating
equipment

X  

Patent Trial and
Appeal Board

   

Ex parte Karl-Josef
Kallen, Pat. App,
LEXIS 4140 (Dec. 8,

A method of
stimulating an
immune response

X  
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2023) with mRNA encoding

a coronavirus spike
protein

Ex parte Richard
Postrel, Pat. App.
LEXIS 2188 (July 11,
2023)

A composition
comprising two
components each
comprising a
selected engineered
virus

X  

Pelican Biothermal v.
VA-Q-TEC AG, Pat.
App. LEXIS 1936
(June 16, 2023)

A box-type transport
container

X  

Ex parte THE PEN,
Pat. App. LEXIS
1857 (June 7, 2023)

A polycylic metallole
heteroatom rich
conductive long
chain polymer

X  

6 Amgen, 598 U.S. at 600.

7 Id. at 610.
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