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Agenda
Ø Evolving Patent Laws
Ø

Patentable Subject Matter: Mayo, Myriad

Ø

Written Description: Abbvie v. Jassen

Ø

Infringement: Momenta v. Amphastar, v. Teva

Ø Patent Term
Ø

Term Adjustments: Novartis v. Lee

Ø

Obviousness Type Double Patenting: Gilead v. Natco

Ø Legislations
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Ø

AIA and Post-Grant Challenges

Ø

Trump Administration

Patentable Subject Matter § 101
Ø § 101 - Inventions Patentable: Whoever invents or
discovers any new and useful process, machine,
manufacture, or composition of matter, or any new
and useful improvement thereof, may obtain a patent
therefor, subject to the conditions and requirements of
this title.
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Mayo v. Prometheus
Molecular Genetics v. Myriad Genetics
Ø Mayo v. Prometheus 132 S.Ct. 1289 (2012)
▪

Supreme Court held Prometheus’s dosing process was not patent
eligible because the process was not more that an unpatentable law
of nature

Ø Ass’n for Molecular Pathology v. Myriad Genetics 133 S.Ct.
107 (2013)
▪
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Supreme Court held an isolated DNA sequence is a product of
nature and not patent eligible merely because it has been isolated

101 Case Law Update
Ø University of Utah v. Ambry (Fed. Cir. Dec. 17, 2014)
▪

US 5,747,282 and US 5,837,492 – Claims to synthetic DNA primers
▪

▪

US 5,753,441 - method of screening by comparing patient’s gene
sequence to germline sequence
▪
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not patent eligible subject matter (no different from naturally
occurring DNA)

not patent eligible, even though claim includes physical steps,
e.g. hybridizing gene and probe, amplifying gene, and
sequencing

101 Case Law Update
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McRO Inc. v. Bandai Namco
Games America Inc. (Fed. Cir.
2016)
U.S. Patents 6,307,576 and
6,611,278

Ariosa Diagnostics Inc. v. Sequenom Inc.
U.S. Patent No. 6,258,540 (Fed. Cir. 2015)

Written Description Requirement
Ø § 112, paragraph 1
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 of carrying out his invention.
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AbbVie v. Janssen
Ø Background
▪

AbbVie sued Janssen
▪

Asserted that Janssen’s Stelara monoclonal antibody product
infringed claims of U.S. Patent Nos. 6,914,128 and 7,504,485

▪

Both patents directed to anti-IL-12 antibodies that neutralized
an immune system protein called IL-12

▪

AbbVie used “phage display”

▪

AbbVie identified a lead candidate, “Joe-9”, that can bind to and
neutralize IL-12
▪
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Improved binding affinity of Joe-9

).

AbbVie v. Janssen
Ø The disclosures of the ’128 and ’485 patents
▪

Disclosed 300 antibodies with a range of binding affinities for IL-12

▪

Since all antibodies were derived from Joe-9, all disclosed antibodies
had key structural similarities (e.g.,VH3-type heavy chains, Lambdatype light chains, 90% or greater amino acid sequence identity in
variable regions)

Ø Functional claiming vs. claiming by structure/sequence
Claim 29 - A neutralizing isolated human antibody, or antigen-binding
portion thereof that binds to human IL-12 and disassociates from
human IL-12 with a koff rate constant of 1X10-2s-1 or less, as
determined by surface plasmon resonance.
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AbbVie v. Janssen
Ø The accused product: Stelara
▪

Antibody developed using transgenic mice

▪

Several structural differences relative to AbbVie’s disclosed antibodies
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AbbVie v. Janssen
Ø

Janssen argued that AbbVie’s disclosed antibodies were not
representative of the genus
▪

The disclosed antibodies were structurally very similar to each other

▪

The disclosed antibodies were very different from Stelara, which was
encompassed by the claimed genus

Ø

Federal Circuit: Held that asserted claims were invalid under §112,
paragraph 1

Ø

Rule: To adequately describe a genus, a patentee must disclose
▪

Structural features common to species within genus
▪

11

“[T]he patents must at least describe some species
representative of antibodies that are structurally similar to
Stelara.”

Infringement: §271(e)(1)
Ø Safe Harbor Under §271(e)(1) exempted from infringement
activities that are “solely for uses reasonably related to the
development and submission of information under a Federal
law which regulates the manufacturer, use, or sale of drugs
or veterinary biological products”
Ø “[t]he statute does not apply to information that may be
routinely reported to the FDA, long after marketing
approval has been obtained”
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Momenta v. Amphastar
Ø Momenta Pharmacetuticals Inc. v. Amphastar
Pharmaceuticals Inc. (Fed. Cir. 2015)
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▪

Generic enoxaparin (innovator drug, Lovenox® marketed by Aventis)

▪

2 generic companies, Momenta and Amphastar

▪

Momenta’s ANDA was approved first

▪

Momenta owned US 7,575,886 (‘886) related to “methods of
analyzing heterogeneous populations of sulfated polysaccharides,
e.g., heparin...”

▪

Upon Amphastar’s ANDA approval, Momenta sued Amphastar for
infringement of ‘886 patent

Momenta v. Amphastar
Ø Holding
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▪

“The routine quality control testing of each batch of generic
enoxaparin as part of the post-approval, commercial
production process is therefore not “reasonably related to
the development and submission of information” to the FDA,
and it was clearly erroneous to conclude otherwise.”

▪

Differentiated routine quality control from non-routine
submissions, such as:
▪

“the submission of investigational new drug applications
(“INDs”),

▪

new drug applications (“NDAs”),

▪

supplemental NDAs, or

▪

other post-approval research results. …”

Infringement: § 271(g)
Ø

Momenta Pharmacetuticals Inc. v. Teva Pharmaceuticals Inc. (Fed. Cir.
2015)

Ø

Infringement under § 271(g), which provides:
•

“Whoever without authority imports into the United States or offers to
sell, sells, or uses within the United States a product which is made
by a process patented in the United States shall be liable as an
infringer, if the importation, offer to sell, sale, or use of the product
occurs during the term of such process patent.”

Fed Cir: “to limit § 271(g) to the actual “ma[king]” of a product,
rather than extend its reach to methods of testing a final product or
intermediate substance to ensure that the intended product or
substance has in fact been made...”

Ø
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Patent Term Adjustment
Ø Novartis v. Lee, Fed. Cir. Jan 15, 2014
▪

Effect of Request for Examination (RCE) on patent term

Ø Based on USPTO delays - 35 U.S.C. § 154
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▪

“A delays” - provided for each day the USPTO fails to meet certain
deadlines, such as issuing a first Office Action within fourteen
months or responding to a reply within four months

▪

“B delays” - provided for each day that the patent application is
pending beyond three years from the filing date (the days from filing
date up to the issue date of the patent, or if an RCE was filed, up to
the filing date of the first RCE).

▪

Extended term may be reduced by certain actions of the patent
applicant that delay prosecution

Calculating PTE
Ø Traditional Rule: The greater of the A delay or B delay
may be used to calculate PTE
Ø Wyeth v. Kappos (Fed. Cir. 2010)
▪ Both A delays and B delays can be used to calculate PTE so
long as they do not occur on the same day

Ø Novartis v. Lee (Fed. Cir. 2014)
▪ B delays take into account the days from filing date up to the
issue date of the patent, or if an RCE was filed, up to the filing
date of the first RCE, plus the time from allowance to
issuance of the patent
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Novartis v. Lee
Filing or
National Stage
Entry

4 years

Old 3 year delay
Calculation: 1 year
Calculation under
Novartis: 1.5 years
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Obviousness-Type Double
Patenting
Ø To prevent the “unjustified extension of patent
exclusivity beyond the term of a patent.”
▪
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Public’s expectation that, upon the expiration of the patent, it will
be free to use the claimed invention and obvious modifications
or variants thereof.

Gilead Sciences, Inc. v. Natco
Pharma Ltd. (Fed.Cir. 2014)
Ø Issue: whether Gilead's '483 patent was invalid for
OTDP in view of the earlier-filed '375 patent
▪

These patents were commonly owned, named the same
inventors, and were directed to related subject matter
(interference with viruses by "selective interference with certain
enzymes"), but did not share any priority relationship
12-27-96
‘483 filed

2-27-95
‘375 parent
filed
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2-26-96
‘375 filed

6-9-98
‘483 issued

9-14-99
‘375 issued

12-27-16
‘483 expires

2-27-15
‘375 expires

Gilead v. Natco (Fed.Cir. 2014)
Ø Federal Circuit
•

“[I]t is a bedrock principle of our patent system that when a patent
expires, the public is free to use not only the same invention claimed
in the expired patent but also obvious or patentably indistinct
modifications of that invention.”
12-27-96
‘483 filed

2-27-95
‘375 parent
filed
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2-26-96
‘375 filed

6-9-98
‘483 issued

[6-8-98]
‘375 issued

Improper term
extension of ‘483

2-27-15
‘375 expires

Remicade
Ø FDA approved Inflectra – Celltrion’s biosimilar version of
Janssen’s Remicade (infliximab) – in April 2016
▪ Pfizer said it’s commercial launch still “depend[s] on a number
of factors” including “intellectual property considerations”.

Ø Celltrion filed Gilead Motion
▪ U.S. Patent No. 6,284,471 (‘471 patent) – filed February 4,
1994, granted September 4, 2001, expires September 4,
2018
▪ U.S. Patent No. 6,790,444 (‘444 patent) - filed January 8,
2001, granted September 14, 2004, expired 2011(based on
1991 priority date)
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Remicade

Filed 1994

Issued 2001

Expires 2018
17 Years
‘471 Patent Term

Same 1991
Priority Date
‘444 Patent Term
20 Years
Filed 2001
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Issued 2004

Expired 2011

Post-Grant Challenges
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Post-Grant Challenges
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Post-Grant Challenges
Ø Kyle Bass – Coalition for Affordable Drugs
Ø

Kyle Bass strategy includes challenging drug patents, reportedly as
part of a short-selling strategy aimed at driving down the price of
drug company stocks

Ø

Many challenges are based on obviousness – high rate of
overturning

Ø Examples
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Ø

Invalidated most claims of a patent on Shire’s short bowel syndrome
drug Gattex

Ø

Invalidated Celgene patents related to the cancer drugs Thalomid,
Revlimid and Pomalyst

Trump Administration
Ø Little formal guidance as to Trump’s IP policy views
Ø Likely to be pro-IP
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Ø

Trump thinks brands are important

Ø

Strengthen businesses

Ø

Punish theft of IP

Ø

Trump’s appointments are pro-patents

Ø

VP Mike Pence – sat on Judiciary committee and IP subcommittee

Ø

Joshua Wright, antitrust advisor who is pro-patents

Ø

Ken Blackwell – spoke critically of patent reform and PGR/IPR

Trump Tweets
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Trump Tweets
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Thank you!
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