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Disclaimer

These materials have been prepared solely for educational and
entertainment purposes to contribute to the understanding of U.S. and
European intellectual property law. These materials reflect only the
personal views of the authors and are not individualized legal advice. It is
understood that each case is fact specific, and that the appropriate
solution in any case will vary. Therefore, these materials may or may not
be relevant to any particular situation. Thus, the authors and Finnegan,
Henderson, Farabow, Garrett & Dunner, LLP (including Finnegan Europe
LLP, and Fei Han Foreign Legal Affairs Law Firm), BRISTOL MYERS SQUIBB,
KNOWLES IP STRATEGIES, AND XENCOR cannot be bound either
philosophically or as representatives of their various present and future
clients to the comments expressed in these materials. The presentation of
these materials does not establish any form of attorney-client relationship
with these authors or firms or companies. While every attempt was made
to ensure that these materials are accurate, errors or omissions may be
contained therein, for which any liability is disclaimed.
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I. Framework for Due Diligence, including Recent cases

II. Current and pending legislation

III. USPTO guidance

IV. Best practices for life sciences IP due diligence

• What are the best approaches for counsel to identify the IP assets to review 
during due diligence?

• What implications do recent court decisions have on the IP due diligence 
process in the life sciences?

• How should counsel address IP ownership questions that arise during due 
diligence?
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• Collaborations and transactions

• Evaluate company’s own IP and 
strategy

• Identify and address potential IP issues 
and better prepare for potential 
transactions

• Result of inadequate IP due diligence 
is wasted resources!

• Spotting IP issues early
• Opportunity cost
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• As Target – keep a clean house!
• Need clear JRA’s and documentation of conception.

• Ideal Innovations, Inc. v. U.S., 2021 U.S. App. LEXIS 
35730 (Fed. Cir. Dec. 3, 2021) (unpublished) 

• Whether a portion of the invention was sufficient to 
demonstrate that the invention was reduced to 
practice before the execution date of the cooperative 
research and development agreement—and therefore 
exclusively owned by the inventor with no license 
right to the government—was a genuine issue of 
material fact and, as such, summary judgment was 
inappropriate. 

• As Suitor – clarify terms of due diligence! 
• Risk facing charges of malpractice for breaching 

duty to investigate.
• RocketFuel Blockchain Co. v. Ellenoff Grossman & 

Schole LLP, Case No. 1:21-cv-01764 (S.D.N.Y.) 
• Allegation of malpractice and breach of fiduciary duty 

and contract by failing to flag legally deficient patent 
applications transferred to the company in exchange 
for stock shares.

Lessons Learned



Defining Objectives and Scope of  Investigation

• Objectives and Scope of investigation.
• Depends on importance of IP to transaction.

• Deep or shallow dive or even smart read.

• Budget for investigation: Avoid “runaway” 
investigations.
• Time frame for investigation.

• Regular communication with client.
― Inform client about information discovered (e.g., “show stoppers”).

― Learn from client any changes in strategy and timeline.
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Key Categories of  IP Diligence
1. Freedom to operate (“FTO”)

• Freedom to use the target company’s technology without infringing the 
IP rights of third parties; in other words, you don’t want to buy a 
lawsuit, particularly one you can’t win.

2. Scope/validity/enforceability
• IP should cover products of commercial interest that drive the deal -> 

loss of exclusivity.
• Understanding scope is important for identifying potential infringers.  

3. Ownership/Transferability
• Clear title to IP, particularly the IP that covers products of commercial 

interest.
• Transferability or Assignability of in-licensed or acquired technology.
• Government rights?

10



A great 
deal!

improper inventorship

improper ownership

No FTO

Unenforceable

Improper 
claim 
scope

Key due diligence issues: 
1. Freedom to operate.
2. Scope/Validity/ 

Enforceability.
3. Inventorship/ownership/

transferability.

Additional due diligence 
considerations include:
4. Artificial intelligence, 

including 
development of 
subject matter, 
licenses.

5. Ex-US inventor 
remuneration laws.

6. Government Rights

What could go wrong? 
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Is There Freedom to Operate?
• Determine scope of third-party patents and compare to 

products/services to be acquired/licensed.

• Considerations for identifying/resolving potential FTO 
problem:

• Does target company know of any “showstoppers”?
• Patents or applications?

• Is patent valid or enforceable?
• Who is patentee?

• Patentee’s enforcement history (i.e., license, litigate, etc.)
• Infringement

• Is the patent truly infringed?
• Design around possibilities?

• Solutions
• Obtain license?
• Can patent be bought?

• Potential damages/injunction?
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Complex Molecule, 
Complex Estate

• Counsel should ask for exact molecule structures/components 
and carefully construe the patent portfolio.

• Do not solely rely on technical team during diligence.

• Consider differences in approach between product (known, 
definite) and platforms (e.g., different targeting domains) 
during IP diligence.

• If suitor, consider if there are pending continuation applications 
and whether different claim strategy would help, including 
112(f) means-plus-function claim would help.
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Improper Claim Scope –
Product is Not Covered by Patent!

• Construe patent claims.
• Framework for claim construction for courts and PTAB. 

Phillips v. AWH Corp., 415 F.3d 1303 (Fed. Cir. 2005) (en 
banc).

• Do products fall within literal scope of claims of key 
patents?

• Do the claims provide adequate scope of protection to 
prevent design-arounds?

• Are these claims likely to be found valid and enforceable?
• Will claims be infringed by a single actor? 

14

• Consider related U.S. cases and foreign counterparts for consistency in claim 
interpretation.

• Hakim v. Cannon Avent Gp., plc, 479 F.3d 1313 (Fed. Cir. 2007) 
• Tanabe v. USITC, 109 F.3d 726 (Fed. Cir. 1997)

• How to get the claims to cover the product? 
• Continuing application? Reissue?  Reexamination? 



Is Target’s Patent Enforceable?
• What if …

• Prior art from related cases in portfolio not cited;

• Related patent applications and/or Office Actions 
therefrom not cited (could be the basis of double patenting 
rejection);

• What about foreign applications? Papers filed in foreign 
applications?

• Are the examples written in the past tense that were 
potentially not actually performed?  

• Is there activity data reported for the invention in the 
specification or relied on during the prosecution history 
that is inconsistent with representations made in related 
applications? Selective reporting? 

• Any declarations?  Check if declarant’s association with 
assignee disclosed.
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• Reissue?

• Supplemental 
Examination?



Improper Inventorship
• Identify Inventorship Issues

• “The threshold question in determining inventorship is who conceived 
the invention.” Mueller Brass Co. v. Reading Indus., 352 F. Supp. 1357 
(E.D. Pa. 1972).

• Joint inventorship requires some sort of collaboration. Kimberly-Clark 
v. P&G (Fed. Cir. 1992).

• Important implications for patent ownership, patent enforcement, 
amongst other issues.

• Correcting Inventorship
• If inventorship incorrect, patent invalid unless remedied.  Use 35 

U.S.C. §116, §256, Cert. of Correction or reissue. 

• Intentional failure to name correct inventors may result in finding of 
unenforceability for inequitable conduct. 
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Improper Ownership

• In the U.S., inventorship determines ownership.

• 35 U.S.C. §262: each inventor enjoys presumption of 
ownership in entire patent.
• May license without accounting to others (absent contract 

provision).
• May grant immunity from suit by other owner.
• All owners need to be joined to sue for infringement.

• Ownership considerations.
• Are assignments in order? Recorded? Is title perfected? Are there 

other contracts impacting ownership rights?  Government rights?
• What about national inventor remuneration laws? E.g., Germany.
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Inventorship/Ownership: Corroboration
• Wagner v. Ashline, 2021 U.S. App. LEXIS 34093 (Fed. Cir. Nov. 17, 2021) 

(unpublished)

• Federal Circuit affirmed district court decision to grant SJ against Ms. Wagner, 
agreeing that she failed to provide sufficient corroboration of her joint 
inventorship claim under 35 U.S.C. § 256.

• Inventorship of a patent is important, and if an omitted inventor makes an 
evidentiary showing sufficient to establish that she should be named as a co-
inventor on a patent, she will enjoy a presumption of ownership of the entire 
patent, even if her contribution pertained to a single claim in a patent having 
multiple claims.

• An alleged co-inventor must present sufficient independent evidence, outside 
of her own testimony, to corroborate her assertion of contribution to the 
conception of the invention as claimed.

― Evidence that merely demonstrates conversations between the 
alleged co-inventor and actual inventor regarding the invention or 
discussions of the prior art may not be sufficient to prove co-
inventorship.
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https:///


Inventorship/Ownership: Corroboration
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• Wagner v. Ashline (con’t)

• In 2001, Ms. Wagner began work on children’s safety vest (“Guardian Angel Vest”)
• Mr. Ashline began developing a head and neck restraint (HNR) device

In 2003, Ms. W 
and Mr. A met 
about Mr. A’s co 
manufacturing 
her vest

In 2006, 
relationship 
ended 
turbulently

In 2010, Ms. W 
discovered that Mr. 
A had filed a 
patent application 
on HNR device

In 2012, U.S. Pat. 
No. 8,272,074 (“the 
‘074 patent) issued

• Claim 1 of the ‘074 patent recites “a member having shoulder 
portions at least partially positionable on top of at least a 
portion the shoulders of the driver.”

• Ms. Wagner sued Mr. Ashline and his company, Simpson 
Performance Products, Inc., seeking to be added as a joint 
inventor.

• Ms. Wagner alleged that she contributed to the “shoulder 
portions” limitation.

• Court found that evidence at best showed that the two met 
and spoke several times over 3 years, not that Ms. Wagner 
made any meaningful contributions to the ‘074 patent.



Improper Ownership

• Inventors may no longer work at company – hard to find and/or 
hostile; or work for academic institutions with their own 
assignment obligations.

• Did a consultant contribute to conception?
• Does agreement with service provider have a clear assignment 

obligation?

• Watch for any government funding/ potential Bayh-Dole march-in 
rights.

• Was there heavy AI/machine learning in discovery?
• What rights were there in the data?

• Watch for error in fee status (e.g., improper claim to small entity 
status).
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Inventorship/Ownership: Employment Contracts

• Bio-Rad Labs., Inc. v. ITC, 998 F.3d 1320 (Fed. Cir. 
2021)
 Federal Circuit affirmed ITC decision that Bio-Rad infringed patents 

owned by 10X Genomics.

 Court rejected Bio-Rad’s affirmative defense that it co-owned the 
asserted patents based on assignment provisions that two named 
inventors signed while Bio-Rad employees, as the claimed inventions 
were not made until after that employment.  

 Decision reaffirms that conception is the touchstone of inventorship.

― Joint inventors must do more than simply explain well-known 
concepts or the state of the art.

 Courts may not read assignment provisions in employment contracts 
broadly when doing so may impede former employees from pursuing 
future work in a similar field.

See https://www.finnegan.com/en/insights/blogs/prosecution-first/will-the-real-inventors-please-stand-up.html
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Inventorship/Ownership: Corroboration
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• Bio-Rad Labs., Inc. v. ITC (con’t)

In 2010, two named inventors (Drs. Hindson and Saxonomv) signed an agreement
to assign IP rights to QuantaLife, founded by Dr. Hindson.

In 2011, Bio-Rad acquired 
QuantaLife, and 2 named 
inventors (now Bio-Rad 
employees) signed another 
agreement assigning IP 
rights to Bio-Rad

In Apr 2012, Drs. 
H and S left Bio-
Rad and formed 
10X Genomics.

By Jan 2013, 
inventors of asserted 
patents, including Drs. 
H and S, conceived of 
“gel bead in emulsion” 
architecture

• Federal Circuit rejected Bio-Rad’s co-ownership affirmative defense premised on the 
assignment provision in Drs. Hindson’s and Saxonov’s employment contracts.

• If Bio-Rad had been a co-owner, then it cannot have infringed.

• Asserted patent claims have January 2013 conception date—after Drs. Hindson and 
Saxonov left Bio-Rad.

• Inventors had not conceived of the inventive concept of the asserted patents 
before leaving Bio-Rad.

• Agreements were limited by their terms to IP created during the employee’s 
employment term.

By Aug 2012, 10X filed 
patent applications 
related to gene 
sequencing suing 
“capsule-in-capsule” 
and “capsule-in-
droplets’ architecture



Assignor Estoppel
• Minerva Surgical, Inc. v. Hologic, Inc., 141 S. Ct. 2298 (U.S., June 

29, 2021)(Vacated and remanded the case)
 Q:  “May a defendant in a patent infringement action who assigned 

the patent, or is in privity with an assignor of the patent, have a 
defense of invalidity heard on the merits?”

― A:  Sometimes  Assignor estoppel survives, but estoppel is limited to where the
claim of invalidity contradicts explicit or implicit representations the assignor made 
in assigning the patent.

― No contradiction if
1. Assignment of future invention,

2. Patent claims are broadened, or

3. Law changes

 Assignor estoppel is “a bounded doctrine designed to prevent an 
inventor from first selling a patent and then contending that the 
thing sold is worthless.”

 Implications for due diligence:  Would assignor estoppel apply?  
Confirmatory assignments needed?
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Case Law Developments Impacting Due Diligence:

• written description 
• obviousness and "blocking patents,“
• obviousness-type double patenting, 
• AIA on-sale bar, 
• DOE
• induced infringement for FDA-approved products
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CAFC Life Science WD Decisions 
Since 2019
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• Idenix v. Gilead, 941 F.3d 1149 (Fed. Cir. 2019)

• Juno Therapeutics, Inc. v. Kite Pharma, Inc., 10 F.4th 1330 (Fed. Cir. 2021)

• Biogen Int'l GmbH v. Mylan Pharms., Inc., 2021 U.S. App. LEXIS 35254 (Fed. Cir. 2021), pet. 
for reh’g filed Dec. 30, 2021

• Novartis Pharms. Corp. v. Accord Healthcare, Inc., 2022 U.S. App. LEXIS 58 (Fed. Cir. Jan. 
3, 2022)

• Indivior UK Ltd. v. Reddy's Labs. S.A.,  --F.4th__ (Fed. Cir. Nov. 24, 2021)

• Purdue Pharma L.P. v. Iancu, 767 Fed. Appx. 918 (Fed. Cir. 2019) (unpublished)
• Nuvo Pharms. (Ir.) Designated Activity Co. v. Dr. Reddy's Labs. Inc., 923 F.3d 1368 (Fed. Cir. 

2019)
• Nalpropion Pharms., Inc. v. Actavis Labs. FL, Inc., 934 F.3d 1344  (Fed. Cir. 2019)
• Merck Sharp & Dohme Corp. v. Microspherix LLC, 814 Fed. Appx. 575 (Fed. Cir. 2020) 

(unpublished)
• Immunex Corp. v. Sandoz, Inc., 964 F.3d 1049 (Fed. Cir. 2020)
• Bristol-Myers Squibb Co. v. Sigmapharm Labs. LLC, 858 Fed. Appx. 359 (Fed. Cir. Sept. 3, 

2021)



Reminder: Historic 112 WD Decisions
In re Ruschig 379 F.2d 990  (1967) “We look for blaze marks that single out the trees”; genus 
did not describe the species.

Amgen v. Chugai 927 F.2d 1200 (1991) Conception of EPO did not occur until there is a mental 
picture of the structure, not how to get it.

Fiers v. Revel 984 F. 2d1164 (1993) cDNA sequence to interferon requires disclosure of 
structure; not just method for isolating it. 

Lilly v. Regents of California 119 F.3d 1559 (1997): Identification of rat insulin cDNA does not 
support “vertebrate” or “mammalian” cDNA.

Ariad v. Lilly 598 F. 3d 1336 (en banc 2010) §112 contains a written description requirement 
distinct from the enablement requirement; method to reduce expression of genes/cytokines 
induced by NF-kB by reducing NF-kB activity does not satisfy WD requirement.

Abbvie v. Janssen 759 F. 3d 1285 (2014) Claims to antibody that binds to IL-12 and dissociates 
with certain off rate not valid without sufficient representative species.

26



Idenix Pharms. v. Gilead Sciences Inc., 
941 F.3d 1149 (Fed. Cir. 2019)

No WD or Enablement

Idenix sues Gilead for sale of Sovaldi for HCV  (Appeal from Judge Stark, Dist. Del)

Claim 1. A method for the treatment of a hepatitis C virus infection, comprising administering an effective 
amount of a purine or pyrimidine ß-D-2'-methyl-ribofuranosyl nucleoside or a phosphate thereof, or a 
pharmaceutically acceptable salt or ester thereof.

• What is the scope of 2'-methyl-up ribofuranosyl nucleoside? [Markman: 2’Me is up]

• What is in the 2’-down position?  [no explicit mention of F]

• Undefined variable in the 2’-position?

• Formulas extremely broad: POSA has to choose which would work to treat HCV.

• Gilead: “Billions” of compounds in the formula; CAFC: at least 7,000.

• What if it was a claim to inhibition of NS5B polymerase?

• Reasonable jury could conclude enablement to make 2’-methyl-up, 2’-F-down. 

• Enablement to make compounds not enough, need to know which would work.

• Only 4 examples on a single sugar (2’-OH down).
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Idenix Pharms. v. Gilead Sciences Inc., 
941 F.3d 1149 (Fed. Cir. 2019)

No WD or Enablement

CAFC: A specification that requires a POSA to engage in an 
iterative, trial and error process to practice the invention is not 
enabling,

 Very broad specification with very few working examples,

 Due Diligence Take Away
 Compare breadth of formulas to working examples
 Look for undefined variables in a formula
 Check synthesis section for sufficient teaching for breadth 

of compounds

 SCOTUS denied cert  Feb 2021
 Amici: Amgen, GSK, and Law Professors
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• Juno sued Kite over CART treatment of lymphoma (Yescarta).
• Biotech version of Idenix Gilead case (same counsel).
• Patent licensed to Juno from Memorial Sloan Kettering.

• Claim 1. A nucleic acid polymer encoding a chimeric T cell receptor, said chimeric T cell receptor comprising
a) a zeta chain portion comprising the intracellular domain of human CD3 ζ chain,
b) a costimulatory signaling region, and
c) a binding element that specifically interacts with a selected target, wherein the costimulatory signaling 

region comprises the amino acid sequence encoded by SEQ ID NO:6.

• Claims 3 and 9: Binding element is a Single Chain Antibody (scFvs).

• Specification had two examples CD19 (lymphoma) and PSMA (prostate).   

Juno: Because scFvs were known, the two scFvs disclosed are 
representative.

Kite: “Millions of Billions” of scFvs and only a fraction work.

• DC: Claims not invalid for lack of WD or enablement. 
• Juno $1.2B in damages.
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Juno Therapeutics, Inc. v. Kite Pharma, Inc., 
10 F.4th 1330 (Fed. Cir. 2021)

No WD or Enablement



Juno Therapeutics, Inc. v. Kite Pharma, Inc., 
10 F.4th 1330 (Fed. Cir. 2021)

No WD or Enablement

CAFC: Reversed.

• “But the written description must lead a person of ordinary skill in the art to  
understand that the inventors possessed the entire scope of the claimed 
invention.

• “the inventors needed to convey that they possessed the claimed invention, 
which encompasses all scFvs, known and unknown, as part of the claimed CAR 
that bind to a selected target. Even accepting that scFvs were known and that 
they were known to bind, the specification provides no means of distinguishing 
which scFvs will bind to which targets.”

• Evidence: 15 years after ‘190 priority date, Juno published an article that it 
had screened over a billion human scFv sequences and found only 60 that 
worked.

• Due Diligence Take Away 
― Same as Idenix/Gilead case.
― Identify functional language in claims and compare to specification.
― Check for articles/presentations/slide decks from the company on key issues.
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Biogen Int'l GmbH v. Mylan Pharms., Inc., 
2021 U.S. App. LEXIS 35254 (Fed. Cir. 2021)

DANGEROUS CASE FOR INNOVATORS: GET ACTIVE!

Mylan ANDA  (W.Virgina); Bench Trial, Review for Clear Error 

Biogen Tecfidera: 480 mg/day for Multiple Scerlosis. 

• Claim 1. A method of treating a subject in need of treatment for multiple sclerosis comprising orally 
administering to the subject in need thereof… wherein the therapeutically effective amount of dimethyl 
fumarate, monomethyl fumarate, or a combination thereof is about 480 [milligrams] per day [(mg/day)].

• D. Ct and CAFC (Reyna) holding: No Written Description despite literal paragraph in the 
specification:

• For example, an effective dose of DMF or MM[F] to be administered to a subject orally can be from 
about 0.1 g to 1 g per pay, 200 mg to about 800 mg per day (e.g., from about 240 mg to about 720 mg 
per day; or from about 480 mg to about 720 mg per day; or about 720 mg per day). For example, the 
720 mg per day may be administered in separate administrations of  2, 3, 4, or 6 equal doses.

• CAFC: “Save for one paragraph in the specification, the disclosure does not 
teach potential levels for DMF monotherapy.”

• Strong dissent from J. O’Malley: Court confuses clinical and therapeutic efficacy.

• Biogen requested en banc review (Dec. 2021; ACS and BIO Amici).
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Novartis Pharms. Corp. v. Accord Healthcare, Inc., 
2022 U.S. App. LEXIS 58 (Fed. Cir. Jan. 3, 2022)

• 112 Support for Negative Limitations?

• Claim 1. A method for reducing or preventing or alleviating relapses in Relapsing-Remitting multiple sclerosis 
in a subject in need thereof, comprising orally administering to said subject 2-amino-2-[2-(4-octylphenyl) 
ethyl]propane-1,3-diol…at a daily dosage of 0.5 mg, absent an immediately preceding loading dose regimen.

• Specifications: potential dosages "will vary “ and include a "preferred daily dosage range [of] about from 0.1 
to 100 mg" and "a dose of 0.5 to 30 mg [of Compound A] every other day or once a week." 

• None of the examples had a loading dose and specification did not refer to one.

• CAFC: WD support for Negative Limitation. 

• Prophetic Trial and the EAE model provide WD to show that, as of the priority date, 
the inventors possessed a 0.5 daily fingolimod dosage without loading as claimed.

• No special rule for negative limitations; what matters is how a POSITA would 
understand the disclosure.

• There is no new and heightened standard for negative claim limitations; issue is 
what a POSA would understand from the spec.
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Indivior UK Ltd. v. Reddy's Labs. S.A.
--F.4th__ (Fed. Cir. Nov. 24, 2021)

• WD support for ranges in claims?

• Oral drug delivering film with multiple components, including a water-soluble polymeric 
matrix.

• Specification refers to at least 25% and at least 50% polymeric matrix.
• Tables 1 and 5 list components but POSA had to calculate polymer matrix totals.

• Issued claims to film with 40-60% and to 48.2-58.6% 

• Claim 8 recited specific amount, 48.2 wt% of the water soluble polymeric matrix.

• CAFC: Claim 8 only valid claim. 

• Faulted the disclosure in specification tables of weight percentages of individual polymer 
components in samples: it does not show sufficient possession if a skilled artisan has to 
“cobbl[e] together [these] numbers after the fact” after previously identifying and summing the 
weight percentages of each of the individual polymeric components in the samples.

• Such an expectation when filing an application would amount to “an invitation to go on a 
hunting expedition to patch together after the fact a synthetic definition of an invention.”

• “no case, with necessarily varied facts, controls the resolution of the written description issue 
in this case.” [in response to In re Wertheim]
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Whither Wertheim?
•Indivior Judge Linn partial dissent:

• No authority for the majority’s position that “written description support for 
a ‘closed range’ requires a disclosure of a closed range rather than discrete 
values[.]”

• No “cobbling together” was required; adding up values to meet a desired 
disclosed characteristic was not beyond the person of ordinary skill. 

•Is Indivior inconsistent with In re Wertheim, 541 F.2d 257 (1976)?

• Specification disclosed range of 25-60% solids content in freeze dried coffee.
• Specific examples of 36% and 50% solids content.
• Held: Range of 35%-60% has written description support.
• Literal support is not the issue, it is whether a POSA would conclude that 

Applicant had possession of that subject matter.

•CAFC response (Lourie): WD cases are intensively fact-oriented, and 
the cases vary, just as the ranges vary”
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OSI Pharms., LLC v. Apotex Inc., 
939 F.3d 1375 (Fed. Cir. 2019)

• IPR2016-01284: PTAB held claims 44–46, 53 of OSI’s USPN 6,900,221 to be obvious.
 Methods of treating certain diseases (e.g., NSCLC) with a therapeutically effective amount of erlotinib
 Asserted PA: erlotinib inhibits EGFR, EGFRi’s may treat cancers, NSCLC to be studied

― OSI 10-K filing stated erlotinib in Phase II clinical testing in cancer patients (did not mention NSCLC specifically) 

• Reversed: PTAB finding of reasonable expectation of success not supported by substantial 
evidence.
 “Cancer treatment is highly unpredictable”

― EGFR is a target in some cancers, but EGFR inhibition is a poor proxy for anticancer effectiveness
― Most therapies with promising in vitro activity still fail because of poor pharmacokinetics, 

undesirable drug interactions, and/or off-target toxicity
― Of 1,631 new drugs for treating NSCLC in Phase II over 15 years, only 7 drugs (including erlotinib) 

received FDA approval (over a 99.5% failure rate)

 The “references provide no more than hope—and hope that a potentially promising drug will treat a 
particular cancer is not enough to create a reasonable expectation of success in a highly unpredictable 
art such as this. …It is only with the benefit of hindsight that a person of skill in the art would have had a 
reasonable expectation of success in view of the asserted references.”

• This is an important case for LCM strategies.
• Remember to review SEC filings when diligenc-ing public companies!

Remember to mind the balance between arguments for nonobviousness and enablement
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Obviousness Requires Both A Motivation To Modify/Combine 
The Prior Art AND A Reasonable Expectation Of  Success 

At Arriving At The Claimed Invention

• Teva v. Corcept, 2021 U.S. App. LEXIS (Fed. Cir. Dec. 7, 2021)
• Corcept markets a 300 mg mifepristone tablet under the name Korlym®. In approving Corcept’s New 

Drug Application (“NDA”) for Korlym®, the U.S. Food and Drug Administration (“FDA”) required Corcept 
to conduct a drug-drug interaction clinical trial of mifepristone and ketoconazole (a strong CYP3A4 
inhibitor

― Office of Clinical Pharmacology memorandum (“Lee”) explaining that the drug-drug 
interaction study was necessary to determine whether there was a safety risk in co-
administration of CYP3A inhibitors and mifepristone. 

• Corcept’s original Korlym® label recommended a starting dose of 300 mg once daily up to a maximum of 
1200 mg once daily, but with a warning to limit the mifepristone dose to 300 mg once daily when 
used with strong CYP3A inhibitors.

• Based on the subsequent drug-drug interaction study, Corcept applied for received U.S. Pat. No. 
10,195,214 (“the ’214 patent”). Claim 1 of the ’214 patent read:

― 1. A method of treating Cushing’s syndrome in a patient who is taking an original once-daily dose of 
1200 mg or 900 mg per day of mifepristone, comprising the steps of: reducing the original once-daily 
dose to an adjusted once-daily dose of 600 mg mifepristone, administering the adjusted once-daily 
dose of 600 mg mifepristone and a strong CYP3A inhibitor to the patient, wherein said strong CYP3A 
inhibitor is selected from the group consisting of [ ].

• The ’214 patent reflects the drug-drug interaction study by allowing up to 600 mg of mifepristone in 
combination with the strong inhibitor. The original label clearly contradicts this. 
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• Teva v. Corcept (con’t)
• Teva argued the ’214 claims were obvious based on the Korlym® label and Lee, optionally in combination 

with FDA guidance on drug-drug interaction studies.

• PTAB: Teva failed to show that a person of ordinary skill in the art (“POSITA”) “would have had a 
reasonable expectation of success for safe co-administration of more than 300 mg of mifepristone with a 
strong CYP3A inhibitor.” 

― Supported by the Board’s construction of the claims to require safe administration of mifepristone 
(even though that was not recited in the claims) and a rejection of Teva’s expert’s testimony that 
“based on the Korlym® label and Lee, ‘it was reasonably likely that 600 mg [per day of mifepristone] 
would be well tolerated and therapeutically effective when co-administered with a strong CYP3A 
inhibitor.’” 

• FC: Affirmed. 

― Acknowledging that “[a]bsolute predictability is not required[,]” it was Teva’s burden to prove 
a reasonable expectation of success for a 600 mg dosage. 

― Teva failed to show that a POSITA would have had a reasonable expectation of success for 300 
mg and “no expectation as to whether co-administering dosages of mifepristone above the 
300 mg/day threshold set forth in the Korlym label would be successful.’” 

― “Because there was no expectation of success for any dosages over 300 mg per day, there was 
no expectation of success for the specific 600 mg per day dosage. … Nothing about this 
analysis required precise predictability, only a reasonable expectation of success tied to the 
claimed invention.”

― Prior art warned against co-administration doses of more than 300 mg per day. 

37

Obviousness Requires Both A Motivation To Modify/Combine 
The Prior Art AND A Reasonable Expectation Of  Success 

At Arriving At The Claimed Invention



The Creative POSITA Finally Appears

• CR Bard v. Medline Indus., 2021 U.S. App. LEXIS 24135 (Fed. Cir. Aug. 13, 2021) 
(unpublished)

• Inventions relate to surgical trays

• PTAB: Some challenged claims were not obvious 

• FC: affirmed-in-part, vacated-in-part, and remanded the cases for further 
proceedings. 

― The Board’s obviousness analysis was too rigid and did not account for “a skilled artisan’s ‘creativity 
[] and common sense.’”

― “Given the prior art disclosures and the finite number of predictable options, a skilled artisan would 
have been motivated to stack the syringes by height according to their order of use.” 

― Obviousness analysis is not an anticipation analysis. 

• Before the Supreme Court decision in KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398 (2007), the person of 
ordinary skill in the art (“POSITA”) was not creative. But in KSR, the Supreme Court explicitly noted 
that the POSITA has creativity.

See, https://www.finnegan.com/en/insights/index.html?q=%22The%20Creative%20POSITA%22&todate=2021-09-14
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Inherency Continues to Creep into 
Obviousness Analysis

• L’Oréal USA, Inc. v. Olaplex, Inc., 844 Fed. Appx. 308 (Fed. 
Cir. Jan. 28, 2021) (unpublished)

 PTAB: Certain claims of Olaplex U.S. Patent No. 9,668,954 (“the 
’954 patent”) were unpatentable as obvious; “breakage” claims 
were patentable because L’Oréal failed to establish that the 
breakage claims’ limitations (to decrease by a certain amount) 
were inherent in the prior art.

 FC: Affirmed. 
― L’Oréal did not prove inherency across all the claim limitations:

 E.g. that the breakage-decrease percentages in the breakage claims were 
necessarily present in, or the natural result of, the combined teachings of 
the prior art. 

See, https://www.finnegan.com/en/insights/blogs/at-the-ptab-blog/is-it-hindsight-or-was-it-already-there.html
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• Persion Pharms. LLC v. Alvogen Malta Operations Ltd., 945 F.3d 1184 (Fed. 
Cir. 2019) 

• DC: claims of Persion’s USPNs 9,265,760 and 9,339,499 infringed but 
obvious. 
 Extended-release hydrocodone bitartrate formulations for treating patients with hepatic 

impairment (at greater risk for opioid overdose)
 Claims cover Zohydro ER, for which the FDA required a clinical study described in patent 

Ex. 8
 Claims also cover identical PA formulation used to treat pain at the same dose 
 POSITA would have been motivated, with reasonable expectation of success, to administer 

an unadjusted dose of the PA formulation to hepatically impaired patients
 The “pharmacokinetic limitations…would have been ‘inherent in any obviousness 

combination that contains the [PA] formulation’ because the recited pharmacokinetic 
parameters were ‘necessarily present’ in the Zohydro ER formulation described in both 
[the PA] and the asserted patents.”

• FC: Affirmed.
 Inherency properly applied and supplied “‘a missing claim limitation in an 

obviousness analysis’ where the limitation at issue is ‘the natural result of the 
combination of prior art elements.’”

Inherency and Obviousness
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Blocking Patent Issues

• A broad patent that may affect your freedom to operate – deal or no deal?

• Risk assessment: (1) evaluate strength of patent; (2) when does it expire? Safe 
harbor? and (3) are broad claims vulnerable to validity attack under § 112, 102, 
103? 

• Strategic considerations: 
 Obtain a license;
 Establish design-around/non-infringement positions;
 Obtain a non-infringement opinion – very useful for avoiding induced 

infringement of methods of treatment claims;  
― But remember it doesn’t protect you from a lawsuit

 You need to message this to your client!
 File IPR, PGR, DJ action, opposition, etc.; and 
 Ask partner to pay or share license fees and royalties and litigation costs.
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OTDP – PTE

• Ezra v Novartis – Obviousness-type double patenting does not invalidate a 
validly obtained Patent Term Extension.
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OTDP – GATT/URAA

• Novartis v Breckenridge – OTDP not apply due to the change in law.  Here, 
the order of expiration of the patents was by operation of statute and not 
due to patent prosecution gamesmanship as in Gilead.
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“On Sale”
• Helsinn v. Teva: (SCt case)

• Background: 
― 1995: Phase II Study 2330 Report 
― 1998: Helsinn licenses development program from Syntex/Roche
― 11/99: Proposed Phase III Protocol
― 6/6/01: Helsinn runs out of money, does a Supply and Purchase Agreement with MGI where 

MGI provides money in exchange for exclusive rights to market the final drug 
― The existence of the sale was public because of SEC (redacted) documents, but the technical 

details of the invention were not publicly available. 
― 1/30/03: Provisional patent application filed for four asserted patents (1/30/02: Critical 

Date)
― 7/03: FDA approves .25 mg dose 

• Teva argued: the AIA on-sale bar applies to Helsinn’s supply and purchase agreement. 

• Helsinn argued: the AIA on-sale bar “does not encompass secret sales and requires that a 
sale make the claimed invention [the details of the invention] available to the public in 
order to trigger application of the on-sale bar.

• This is a scary one for small companies, although the facts are unusual. 
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• Helsinn v. Teva, 387 F.Supp.3d 439 (D. NJ Mar. 3, 2016)
 “the post-AIA on-sale bar also requires that the sale or offer for sale make the claimed invention 

available to the public. See 35 U.S.C. 102(a)(1)…. It is not sufficient that a sale or offer for sale 
merely occur.“

 “the Oread and SP Agreements were not ‘public’ sales under the post-AIA standard, because 
they were entirely subject to and performed under confidentiality restrictions.”

 “Teva has failed to show how MGI's Form 8-K or Helsinn's press releases on the MGI Agreement 
made Helsinn's claimed invention, i.e., its palonosetron formulation, available to the public.”

• Helsinn v. Teva, 855 F.3d 1356 (Fed. Cir. 2017)(DYK, Mayer, O’Malley)
 Reversed. On-sale bar applied to invalidate claims.

• Helsinn Healthcare S.A. v. Teva Pharmaceuticals USA, Inc., 139 S.Ct. 628 (U.S., 2019)
 Affirmed. 

― If fact of sale is public, may be sufficient for on-sale bar, even if details of invention remain confidential. 
― “The new § 102 retained the exact language used in its predecessor statute (“on sale”) and, as relevant here, added only a new 

catchall clause (“or otherwise available to the public”). As amicus United States noted at oral argument, if ‘on sale’ had a 
settled meaning before the AIA was adopted, then adding the phrase “or otherwise available to the public” to the statute 
‘would be a fairly oblique way of attempting to overturn’ that ‘settled body of law.’ Tr. of Oral Arg. 28. The addition of ‘or 
otherwise available to the public’ is simply not enough of a change for us to conclude that Congress intended to alter the 
meaning of the reenacted term ‘on sale.’”

On Sale (con’t)
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“Ready For Patenting”
• Barry v. Medtronic, 914 F.3d 1310 (Fed. Cir. 2019)

 Barry’s patents contained method and system claims. 
 Barry performed three surgeries using his inventions on Aug. 4, Aug. 5, and Oct. 14, 

2003.
― Charged for those surgeries without mentioning to the patients that the device and 

methods were experimental.
― Follow-up appointments between Aug. 2003 and Jan. 2004.

 Barry filed a U.S. patent application on December 30, 2004, so critical date for 35 
U.S.C. §102(b) was December 30, 2003. 

 DC: No public use or sale.
 FC: Affirmed (2-1).

― the invention was not ready for patenting prior to the critical date, eliminating both the public use and on 
sale bars, and up to the critical date, there was only experimental use.

― “the timing of knowledge that the invention will ‘work for its intended purpose’ is important to both 
experimental use and readiness for patenting,” 

― “’intended purpose’ need not be stated in claim limitations that define the claim scope.” 
― Majority: substantial evidence supported the conclusion that Barry did not know his invention would work 

for its intended purpose until January 2004, after completion and follow up of the August and October 2003 
surgeries. 

See https://www.finnegan.com/en/insights/blogs/prosecution-first/gunfights-at-the-deeply-divided-federal-circuit-ok-corral-over-ready-for-patenting-useful-
for-the-intended-purpose-and-experimental-use.html
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Failure To Disclose Info That Would Implicate 
On-Sale Bar

• Energy Heating, LLC v. Heat On-the-Fly, LLC, 889 F.3d 1291 
(Fed. Cir. 2018)

 Critical date Sept. 18, 2008.

 Before critical date, performed claimed method on at least 61 jobs; 
were paid.

 No jobs were disclosed to USPTO even though patent owner knew 
about the on-sale bar. 

 DC: Summary judgment patent unenforceable for inequitable conduct 
(material information withheld with intent to deceive the PTO).

 FC: Affirmed. 
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Claim Limitation Vitiation

• Olaf Soot Design, LLC v. Daktronics, Inc., 839 Fed. 
Appx. 505 (Fed. Cir. 2021), pet. for cert. filed

 The only claim at issue on appeal recited several elements, a) through h).
 OSD argued that “the hub is a part of the drum.” Daktronics argued that 

the hub and drum are separate.
 Jury: Daktronics’ product infringed under the doctrine of equivalents. 
 DC: Claim construed as OSD proposed. 

 FC: Reversed. DC should have construed claim before trial.
― The plain language of element h) and the specification clarify that 

the hollow hub is not part of the hollow drum. 
― No literal infringement - Daktronics’ product “does not literally meet 

element h of claim 27[;] the hollow drum of the Vortek is not able to 
receive the screw.”

― No DOE infringement - Daktronics’ product has no equivalent function 
to element (h). 

See, https://www.finnegan.com/en/insights/blogs/prosecution-first/claim-construction-issues-cannot-go-to-the-jury-and-limits-on-the-doctrine-of-equivalents.html
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Warning from Judge Lourie

• Olaf (con’t)
 Judge Lourie “express[ed] concern over the use of the doctrine of 

equivalents to find infringement when four claim limitations have not 
literally been met by the accused device.” 

― Having multiple differences from the claim should be a hallmark of 
noninfringement. It fails the straight face test to assert that the accused subject 
matter does not meet the claims in multiple distinct ways but infringes anyway.

― “That would be equivalent” “to holding that the accused product infringes when 
it does not infringe.” “Designing around” is an important concept in patent law 
and finding a product with “multiple significant instances of inventing around still 
infringe runs counter to that important theory of patent law.” 

― “[F]or if the public comes to believe (or fear) that the language of patent claims 
can never be relied on, and that the doctrine of equivalents is simply the second 
prong of every infringement charge, regularly available to extend protection be-
yond the scope of the claims, then claims will cease to serve their intended 
purpose.” [citation omitted]

49



Check Prosecution History of  Target’s Patents

• Ajinomoto Co., Inc. v. ITC, 932 F.3d 1342 (Fed. Cir. 2019)

 Claim 9. A recombinant Escherichia coli bacterium, … and in which said protein 
consists of the amino acid sequence of SEQ ID NO: 2 …

 During patent prosecution, AJ submitted a claim amendment narrowing the 
scope of the protein sequence in apparent response to a prior art rejection.

 ALJ: CJ strain did not infringe “because its non-E. coli YddG protein was not 
equivalent to the claimed E. coli YddG protein under the doctrine of 
equivalents.”

 ITC: Both of CJ’s later strains infringed. 
― “the YddG protein encoded by the codon-randomized non-E. coli yddG gene of this 

strain is an equivalent of SEQ ID NO:2” 
 FC:  Affirmed; agreed that Ajinomoto rebutted the Festo presumption.

― Amendment was tangential to the equivalent because “the reason for the narrowing 
amendment —limiting the amino-acid makeup of the proteins included in one of the 
alternatives covered by the claim—is unrelated to differences among the several DNA 
sequences that encode a given protein.” 

• Tip: reviewing EP prosecution (and search reports) is generally a good idea as well.
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Induced Infringement

• GSK v Teva is horribly complicated (see next slides).

• Basic concept of case: a “skinny label”:
 Drug is off-patent, some methods of treatment/indications are off-patent and 

some are not.

 Generic company uses a “skinny label” that only has the “off-patent” 
indications.

 While doctors may prescribe the generic brand for the patented indications 
(“off label use”) if the label avoids the patented indications, it was assumed 
that the generic company is protected from induced infringement. 

― Courts examine whether the proposed label “encourage[s], recommend[s], or promote[s] 
infringement.”

 Federal Circuit finds Teva liable for induced infringement based on the facts 
of Teva marketing.

― Strong dissent and alarm in the entire industry.
 Judge Prost: “Teva played by the rules” as Congress intended.  

― Case is most likely headed to the Supreme Court.
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November 2003
GSK filed an appl. 

to reissue ’069 
patent

March 2002
Teva’s ANDA 

filing

June 2, 1998
GSK’s MOT US Pat. 
5,760,069 issued

January 2008
GSK’s RE 40,000 

issued

September 2007
TEVA launched 

generic Coreg with 
a “partial label”

In 1985, GSK’s U.S. Pat. No. 4,503,067, 
issued and protected Coreg®. (Expiry 2007)
The FDA initially approved carvedilol for 
treatment of hypertension.
After further research, GSK discovered that 
carvedilol is also effective in treating 
congestive heart failure (CHF). This method 
of treatment was patented in U.S. Pat. No. 
5,760,069, which issued in 1998. The ’069 
patent was listed in the Orange Book with 
use code U-233, “decreasing mortality 
caused by congestive heart failure.”

In 2003, GSK filed an application to 
reissue the ’069 patent, and as a 
result, in 2008, RE40,000 issued.

In the meantime, in 2004, Teva 
received FDA “tentative approval” for 
its ANDA to become effective on 
expiration of the ’067 patent.

In 2002, Teva filed ANDA under Para. 
III with respect to the ’067 patent and 
Para. IV with respect to the ’069 
patent. Upon the receipt of the Para. 
IV notice in 2002, GSK did not file a 
Hatch Waxman lawsuit.

Upon expiration of the ’067 patent, 
TEVA launched generic carvedilol at 
risk against the ’069 patent with the 
label, indicating only hypertension 
and post-MI LVD – neither of which 
was literally covered by the ’000 
patent. Teva’s label (“partial label”) 
did not indicate CHF.

May 2011
Teva amended 
its label to “full 

label”

In 2008, Reissue patent 40,000 issued.

In 2011, TEVA 
amended its label to 
be a “full label” 
covering all three 
approved indications, 
including for 
treatment of CHF.

EVENT TIMELINE OF COREG® CASE PRIOR TO SUIT

Induced Infringement

GlaxoSmithKline LLC v. Teva Pharms. USA Inc., 976 F.3d 1347 (Fed. Cir. 2020), 
reh’g, 7 F.4th 1320 (Aug. 5, 2021), reh’g en banc denied, (Feb. 11, 2022)
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June 20, 2017
Jan-Jun 2017
Motion for SJ

October 2020
U.S. Court of 
Appeals Fed 

Circuit

March 28, 2018
District Judge 

Granting in part 
Teva’s JMOL

Jury Trial Resulted in a verdict of:
―willful infringement of the 

RE’000 patent both during 
partial and full label periods;

―no invalidity of the RE’000 
patent; and

―an award to GSK of $234.1M in 
lost profits and $1.4M in 
reasonable royalty damages.

Defendants’ Motion for Summary 
Judgment

The district judge denied the 
motion for summary judgment 
related to induced infringement.

Renewed Motion for Judgment 
as a Matter of Law (JMOL)

Teva filed motion for renewed 
motion for JMOL or, in 
alternative, new trial.
Judge granted Teva’s motion for 
JMOL

Feb 9, 2021
Court granted 

Teva’s decision 
for rehearing

Fed Circuit Reinstated Jury Verdict & 
Damage Award 

The US Court of Appeals for the Federal 
Circuit
Majority: Reinstated jury verdict and 
damage award.

August 5, 2021
Precedential 

New Decision

Teva – liable for 
induced 
infringement.

Several Amici 
curiae briefs 
filed.

New round of 
Arguments –
Feb 2021

GSK (con’t): EVENT TIMELINE OF COREG® CASE

Induced Infringement

July 3, 2014
GSK files suit against 

TEVA

GSK Filed Post-Launch (District 
of DE)

In July 2014, years after the ’000 
patent reissued, GSK filed a post-
launch, non-Hatch Waxman suit 
against Teva and Glenmark for 
induced infringement of the ‘000 
patent. 
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Induced Infringement
• GSK (con’t) 

 Federal Circuit: Factual record sufficient to sustain jury 
verdict.

― “There was ample record evidence of promotional materials, 
press releases, product catalogs, the FDA labels, and 
testimony of witnesses from both sides, to support the jury 
verdict of inducement to infringe the designated claims for 
the period of the ’000 reissue patent.”

• “Teva’s promotional materials referred to Teva’s carvedilol tablets as AB 
rated equivalents of the Coreg® tablets;”

• “evidence that Teva’s 2007 press release remained on Teva’s website;”
• Physician testimony;
• Teva witness testimony: carve out is “a legal strategy, not a commercial 

strategy” and that unless the doctor feels strongly, “Teva still expects to 
get sales where the doctor prescribed carvedilol for [CHF]”, even if Teva 
has carved out CHF; and

• Teva’s product catalogs that “list the AB ratings and … compare Teva’s 
carvedilol with Coreg’”

• Rehearing with original panel.
• Same outcome – vacated and remanded.
• Request for rehearing again – denied Feb. 11, 2022
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Post-GSK Induced Infringement
• Amarin Pharma v. Hikma Pharms. United States, 2022 U.S. Dist. LEXIS 

1937 (D. NJ Jan. 4, 2022), aff’d (Rule 36) (Fed. Cir. Feb. 15, 2022)

 Amarin sued Himka for induced infringement of three patents that 
describe methods of using icosapent ethyl for the reduction of 
cardiovascular risk. 

― VASCEPA®
― Amarin sells VASCEPA® for the treatment of severe hypertriglyceridemia (the "SH 

indication") and cardiovascular risk reduction (the "CV indication"). 

 Only the CV indication is covered by Amarin’s patents. 

 Hikma received FDA approval to sell a generic version for the SH 
indication under the "skinny label" or "section viii carveout" regime. 

 Basis of induced infringement: Hikma’s label and public statements.

 Hikma’s motion to dismiss granted.
― Label mentioning side effects is not inducement; nor is silence as to CV limitation.
― Press releases may go to intent but are not an inducing act. 

55 Note: case continuing against insurer.



A Note on Patent Eligibility: 
What’s Left In Life Sciences (Currently)? 

• Non-naturally occurring pharmaceutical and biotech compounds

• Pharmaceutical compositions

• Methods to treat disease (Vanda) 

• Engineered or manipulated cells and vaccines, antibodies

• Clinical pharmacokinetics

• Danger Zone:
 Diagnostics
 Personalized Medicines
 Isolated Naturally Occurring Compounds, Genes and gene 

fragments
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Legislative Developments
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Government Funding Compliance
• Bayh-Dole

 35 U.S.C. §202, 203: conditions and when government can 
march in.

 Government maintains a nonexclusive, nontransferable, 
worldwide paid-up license to the subject invention.

 “March in rights”: Government can require the grant of a 
nonexclusive or exclusive license to a “responsible applicant.”
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Government Funding Compliance
• 37 C.F.R. § 401 et seq., most recently amended by NIST on April 13, 2018

1. Grants awarded or amended on or after May 14, 2018?

2. Agreements in place to presently assign entire title and interest?

3. Obligations of collaborators?

4. Misleading disclosures of federal funding in other forums?

5. Any deadlines missed?  For example:
 2 months to notify agency of disclosure or 1 month to request extension;
 2 years (or no more than 60 days before a statutory bar) to elect title after notice or 

request justified 2-year extension;
 1 year to file a U.S. patent application and a confirmatory license after electing title 

or request justified 1-year extension;
 10 months (down from 12 months) to convert provisional or 8 months to request 

“automatic” 1-year extension ;
 60 days (up from 30 days) to notify agency before allowing to go abandoned or 

taking action in a USPTO proceeding/submission;
 120 days to submit final invention statement and certification after project period.
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Government Funding Compliance

• Campbell Plastics v. Brownlee, 389 F.3d 1243 (Fed. Cir. 2004) 

• KEI v. NIH et al., 8 F. Cas. 18 (D. Md. 2019) (No. 1130) 

• H.R. 4757: Requires DoD to use march-in rights and other authority under Bayh-Dole 
to authorize third-parties to use DoD-funded medical inventions.

• H. Con. Res 60: States the government should leverage its legal authority under 
Bayh-Dole and the Defense Production Act to compel COVID-19 vaccine makers to 
share the COVID-19 vaccine formulation with willing, qualified companies.

• S. 1976: Encourages the use of authority under Bayh-Dole to ensure adequate 
supply of vaccines.

• #BreakThePatent.org

• Foreign countries with similar legislation: BR CN DE FI DE IT JP MY MX NO PH RU SG 
ZA KR GB
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Patent-Related Bills in the 117th Congress

• Restoring the America Invents Act
 Override Fintiv. 
 Allow inter partes reviews of patents based on double patenting. 
 Permit the government to file inter partes review petitions. 

• Restoring America's Leadership in Innovation Act 
 Return the U.S. to a first-to-invent system 
 Overturn key Supreme Court decisions on patent eligibility.

• Pride in Patent Ownership Act
 Enhance transparency about who owns a patent.
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USPTO Guidance
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Guidance and Notices Issued

63

• June 29, 2021: USPTO issued guidance on the implementation of an interim 
Director review process by which a party can request review by the Director of 
PTAB FWD, https://www.uspto.gov/patents/patent-trial-and-appeal-
board/procedures/uspto-implementation-interim-director-
review?utm_campaign=subscriptioncenter&utm_content=&utm_medium=email&u
tm_name=&utm_source=govdelivery&utm_term= . 

• Deferred Subject Matter Eligibility Response Pilot Program, 
https://www.govinfo.gov/content/pkg/FR-2022-01-06/pdf/2021-28473.pdf

• Disclaimer Practice in Patents and Patent Applications, 
https://www.govinfo.gov/content/pkg/FR-2020-12-30/pdf/2020-27676.pdf

• Manual of Patent Examining Procedure, Ninth Edition, Revision of June 2020 
(02Jul2020)

https://www.uspto.gov/patents/patent-trial-and-appeal-board/procedures/uspto-implementation-interim-director-review?utm_campaign=subscriptioncenter&utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term=
https://www.govinfo.gov/content/pkg/FR-2022-01-06/pdf/2021-28473.pdf
https://www.govinfo.gov/content/pkg/FR-2020-12-30/pdf/2020-27676.pdf


Additional Updates
• Federal government agencies can’t file post-grant proceedings - Return Mail, Inc. v. 

United States Postal Serv., 139 S. Ct. 1853, 204 L. Ed. 2d 179 (2019).

• Patent term adjustment applicant delay only for period failed to act - Supernus 
Pharm., Inc. v. Iancu, 913 F.3d 1351 (Fed. Cir. 2019).

• No state sovereign immunity for IPRs - Regents of the Univ. of Minnesota v. LSI 
Corp., 926 F.3d 1327 (Fed. Cir. 2019) .

• Forum selection clauses can cover post-grant proceedings - Dodocase VR, Inc. v. 
MerchSource, LLC, 767 F. App'x 930 (Fed. Cir. 2019) (non-precedential).

• United States v. Arthrex, Inc., 141 S. Ct. 1970 (U.S., June 21, 2021) - “APJs … 
exercise power that conflicts with the design of the Appointments Clause ‘to 
preserve political accountability.’”
 “Decisions by APJs must be subject to review by the Director…. The Director accordingly may review final 

PTAB decisions and, upon review, may issue decisions himself on behalf of the Board.” 

• Don’t forget, must remain alert to whether pre-AIA law or AIA applies to the claims 
in the patents under investigation. 
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Polling Question 1

• A and B collaborated on project and filed a patent application.

• A worked for Company X and the employment contract included an 
obligation to assign.

• B worked for University Y and had an obligation to assign to 
University Y. 

• You represent suitor Company X, who would like to sue for 
infringement and is looking to license rights from University Y. 

• With licensing rights from University Y, would Company X have to 
join University Y to the lawsuit? 

• Yes or No?
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•A and B are co-owners of a patent, based on 
assignments by two inventors. You investigate B’s rights 
but don’t advise A to get a license from B.

•A sues Z for infringement.

•B grants license to Z.

•Can Z argue license as a defense and escape liability?

•Yes or No?

Polling Question 2
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• You are representing the suitor who seeks to buy Patents 1 and 2 from 
Target X.  Applicant, who assigned to Target X, disclosed in the 
prosecution of Patent 1 a prior art abstract from a presentation that 
inventor made. 

• In the prosecution of related Patent 2, which is not in a continuation line 
from Patent 1, did the Applicant have to disclose the abstract to the 
USPTO? 

• Yes or No?
’002 patent

Formulation

IDS:
’001 patent

Compound

IDS:
Abstract

Abstract

Polling Question 3
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• Assignee is Company X. 

• Listed inventors are employees of Company X and include one from 
the U.S., one from Germany, and one from China.

• All listed inventors signed employment agreements with assignment 
provisions upon starting employment with Company X. 

• Is that enough to know about the three inventors? 

• Yes or No?

Polling Question 4
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• Company X uses AI in development of their prognostic/ 
diagnostic platform.  Company X trained their AI using a 
combination of proprietary and externally-sourced data.

• Your client wants to buy Company X.  Does the externally-
sourced data present any issues for your client, even if your 
client in-licenses the Company X prognostic/diagnostic 
platform? 

• Yes or No?

Polling Question 5
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• Company X provides various collaborators access 
to their discovery algorithm through an API [and 
Company X uses OSS]. Does this present any issues 
if your client buys Company X? 

• Yes or No? 

Polling Question 6
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Thank you.
Tom Irving
Finnegan
tom.irving@finnegan.com

Bo Han
Bristol Myers Squibb
Bo.Han@bms.com

Sherry M. Knowles, Principal, Knowles 
IP Strategies
sknowles@kipsllc.com

Robin Silva
Xencor
rsilva@xencor.com
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