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Agenda

• 2023 Trends for Hatch-Waxman Cases

• Patent Term Adjustment (PTA)/Patent Term Extension (PTE)

• Overlapping Ranges – Anticipation / Obviousness

• Update on the State of Section 112 (Enablement)

• U.S. Gov’t Agency Developments and their Impact on Hatch-Waxman Litigants

• Looking Forward to 2024



2023 Trends for Hatch-Waxman 
Cases
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Number of ANDA Cases Filed

Source: docketnavigator.com (Case Type: Cases with ANDA Pleadings, through December 1, 2023)
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Busiest Venues for ANDA Cases in 2023

New 2023 ANDA Cases

(through December 1, 2023)

Open ANDA Cases

(Between January 1 and December 1, 2023)

Source: lexmachina.com (tag Patent: ANDA; data through December 1, 2023)
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Busiest Judges for ANDA Cases

New 2023 ANDA Cases

(through December 1, 2023)

Open ANDA Cases

(Between January 1 and December 1, 2023)

Source: lexmachina.com (tag Patent: ANDA; data through December 1, 2023)
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Courts Requiring Case Narrowing Sooner
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Early and Significant Case Narrowing Taking Hold

• Veloxis Pharmaceuticals, Inc. v. Accord Healthcare, Inc. et al., No. 22-00909-JDW, D.I. 40 (D. Del. 
Jan. 31, 2023)  (Wolson, J. from E.D. Pa.) (ordering early claim narrowing to 10 claims per patent 
and 50 total claims and invalidity contentions narrowed to 12 references or combinations per 
patent and 50 total references or combinations prior to Markman hearing; further ordering that 28 
days after claim construction order, Plaintiff narrow to five claims per patent and 25 total claims 
and Defendant narrow to six references or combinations per patent and 25 total references or 
combinations)

• Hope Medical Enterprises, Inc. v. Accord Healthcare, Inc., No. 22-00978-RGA, D.I. 36 (D. Del. Mar. 
31, 2023) (Andrews, J.) (noting a narrowing to 32 total claims was “reasonable” and directing 
further reduction in advance of pretrial order)

• Exeltis USA, Inc. et al. v. Lupin Ltd. et al., No. 22-00434-RGA, D.I. 199 (D. Del. July 31, 2023) 
(Andrews, J.) (after fact discovery closed, ordering narrowing to 40 claims and 7 invalidity 
arguments per claim before opening expert reports, and narrowing to 7 claims and 3 invalidity 
arguments per claim before pre-trial order)
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RINVOQ® Hatch-Waxman Litigation

• 34 asserted patents
• 136 counts of infringement
• RINVOQ® has been approved to treat

patients with seven different immune-
mediated diseases
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Orange Book Patents at the PTAB

Source: USPTO PTAB Orange Book patent/biologic patent study FY23 Q2 Update (through Mar. 31, 2023)



Patent Term Adjustment (PTA)/
Patent Term Extension (PTE)
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Statutory Additions to Patent Term 

Patent Term Adjustment (PTA)

▪ Extension of patent term for delays at the 

PTO

▪ Based on delay in examination of the  

specific patent

▪ Governed by 35 U.S.C § 154

Patent Term Extension (PTE)

▪ Extension of patent term for delays in 

regulatory review by FDA or USDA

▪ Added to one patent of patentee’s choice 

covering a specific product whose 

marketing approval was delay

▪ Governed by 35 U.S.C. § 156
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Obviousness-type Double Patenting (ODP) v. PTE

▪ ODP does not invalidate a 
validly obtained PTE under §
156

▪ Fed Circuit declined to agree 
with arguments that would 
“mean that a judge-made 
doctrine would cut off a 
statutorily-authorized time 
extension.”  Id. at 1375 
(internal citations omitted) 

Novartis AG v. Ezra Ventures LLC, 909 F.3d 1367 (Fed. Cir. 2018)
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Obviousness-type Double Patenting (ODP) v. PTA

In re Cellect LLC, 81 F.4th 1216 (Fed. Cir. 2023)
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Statutory Analysis of PTA v. PTE
PTA (§§ 154(b)(1)(B), 154(b)(2)(B))  PTE (§ 156(a)(c)(3)) 

§ 156 does not include language 

expressly excluding patents in which 

a terminal disclaimer was filed from 

benefiting from a PTE. 
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Federal Circuit: PTA and PTE Treated Differently

81 F.4th at 1226, 1229 
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Reaction to In re Cellect

Numerous pharma companies and organizations filed amicus briefs for rehearing petition
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Post-In re Cellect Takeaways

▪ Assume that courts will apply a bright line to the ODP analysis as it related 

to PTA and will not consider equitable concerns

▪ Allergan v. MSN Labs, 2023 WL 6295496 (D. Del. Sept. 27, 2023)

▪ Monitor further developments

▪ USPTO’s response to petition for rehearing due December 14



Overlapping Ranges –
Anticipation / Obviousness
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NEUPRO® Hatch-Waxman Litigation
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D. Del. Takes a Look at Overlapping Ranges

▪ Claims 1, 2, 3, 7, 10, 11, and 12 of the ’589 patent found invalid 
▪ Anticipation: Applying the “at once envisage” framework for 

anticipation articulated in Kennametal, Inc. v. Ingersoll Cutting 
Tool Co., 780 F.3d 1376, 1381 (Fed. Cir. 2015), the district court 
found that the Muller patents anticipate all asserted claims.

▪ Obviousness: The asserted claims would have been obvious in 
view of multiple prior art references, including the Muller patents

U.S. Patent No. 10,130,589 

UCB, Inc. v. Actavis Labs UT, Inc. (D. Del. 2021)
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Fed. Cir. Splits with D. Del. on Overlapping Ranges

UCB, Inc. v. Actavis Labs UT, Inc., 2021-1924 (Fed. Cir. Apr. 12, 2023)

▪ District Court erred in applying Kennametal and the “immediately
envisage” line of cases in its anticipation analysis
▪ Ineos standard more appropriate for overlapping ranges:

“[o]nce the patent challenger has established, through
overlapping ranges, its prima facie case of anticipation, ‘the
court must evaluate whether the patentee has established
that the claimed range is critical to the operability of the
claimed invention.’” Genentech, Inc. v. Hospira, Inc., 946 F.3d
1333, 1338 (Fed. Cir. 2020) (quoting Ineos, 783 F.3d at 871)
(emphasis added)
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Fed. Cir. Splits with D. Del. on Overlapping Ranges

UCB, Inc. v. Actavis Labs UT, Inc., 2021-1924 (Fed. Cir. Apr. 12, 2023)

▪ Fed. Cir. affirmed District Court’s finding that the claimed range of
weight ratios of rotigotine to PVP overlap with that disclosed in the
Muller patents and UCB failed to rebut this prima facie case of
Obviousness
▪ Muller Prior Art Usable: Due to the similarities in Form I and Form

II, no “cataclysmic change” rendered pre-Form II prior art unusable
▪ No unexpected results: The results obtained in the alleged

invention and those in Muller patents, are “similar in kind . . . [and]
with similar levels of stability (i.e., lack of crystallization).”

▪ No commercial success: the Muller patents operated as blocking
patents dissuading competitors from developing a rotigotine TTS



Updates on the State of Section 
112 (Enablement)
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35 U.S.C. § 112(a)

§ 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.
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Enablement of Genus Claims (Amgen v. Sanofi)

▪ Amgen’s patents describe antibodies that 
purportedly bind to the PCSK9 protein 
and lower LDL levels.

▪ Common patent specification disclosed 
amino acid sequences for twenty-six 
antibodies, and included three 
dimensional structures of two antibodies 
(including Amgen’s Repatha).

▪ Sanofi contended that there are millions 
of antibody candidates within the scope 
of the claims, antibody generation is 
unpredictable, and practicing the full 
scope of the claims requires substantial 
trial and error.
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Enablement of Genus Claims (Amgen v. Sanofi)

▪ 1.  An isolated monoclonal antibody, wherein, when 
bound to PCSK9, the monoclonal antibody binds to 
at least one of the following residues: S153, 1154, 
P155, R194, D238, A239, 1369, 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.

▪ 19.  The isolated monoclonal antibody of claim 1 
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.

U.S. Patent No. 8,829,165
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Amgen, Inc. v. Sanofi, 598 U.S. 594 (2023)

▪ “If a patent claims an entire class of 
processes, machines, manufactures, or 
compositions of matter, the patent’s 
specification must enable a person 
skilled in the art to make and use the 
entire class. In other words, the 
specification must enable the full 
scope of the invention as defined by 
its claims. The more one claims, the 
more one must enable.” Id. at 610.
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Post-Amgen v. Sanofi: Antibody Claims

Bexalta Inc. v. Genentech, Inc., 81 F.4th 1362 (Fed. Cir. 2023)

▪ Genus claims to antibody or antibody fragments that “that binds Factor IX or Factor IXa and increases the procoagulant activity of 

Factor IXa” were invalid for lack of enablement. Id. at 1366.

▪ Facts of case were “materially indistinguishable from those in Amgen” where only eleven amino acid sequences were disclosed 

for “millions of potential candidate antibodies” with the claimed function. Id.

▪ Undisputed that “to practice the full scope of the claimed invention, skilled artisans must make candidate antibodies and screen

them to determine which ones perform the claimed functions,” which is “the definition of trial and error.” Id.

Teva Pharmaceuticals International GmbH v. Eli Lilly Co., 2023 WL 6282898 (D. Mass. Sept. 26, 2023)

▪ Asserted Claims that “cover the entire functionally-defined genus of humanized anti-CGRP antagonistic antibodies” were invalid 

for lack of enablement where the specification disclosed only one covered antibody while the actual number of antibodies that

could potentially antagonize CGRP is “mind-bogglingly large” and “not knowable.” Id. at *22, 24.

▪ “[T]he claims did not identify any amino acid sequence or unique structure for a covered antibody; and a POSA could not predict 

whether an antibody would satisfy the claims based on its amino acid sequence or structure, and thus antibodies would have to be

made and individually tested to determine whether they were viable candidates for antagonizing CGRP.” Id. at *22.

▪ “[T]hese facts amount to nothing more than a ‘roadmap’ for a ‘trial and error’ process to identify and make antibodies within the 

scope of the Asserted Claims.” Id.
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Post-Amgen v. Sanofi: Method of Treatment Claims

Medytox, Inc. v. Galderma S.A., 71 F.4th 990 (Fed. Cir. 2023)

▪ Responder rate limit construed as 
range of 50-100% 

▪ Specification contained “at most 
three examples of responder 
rates above 50% at 16 weeks: 
52%, 61% and 62%.” Id. at *10

▪ POSA “would not have been able 
to achieve responder rates higher 
than the limited examples 
provided in the specification.” Id. 

19. A method for treating glabellar lines in a patient 

in need thereof, comprising:

locally administering a first treatment of a botulinum 

toxin composition comprising a serotype A botulinum 

toxin in an amount present in about 20 units of 

MT10109L, a first stabilizer comprising a 

polysorbate, and at least one additional stabilizer, 

and that does not comprise an animal-derived 

product or recombinant human albumin;

…

wherein said greater length of effect is determined by 

physician’s live assessment maximum frown and 

requires a responder rate at 16 weeks after the 

first treatment of 50% or greater. 

Substitute Claim to U.S. Patent No. 10,143,728
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Post-Amgen v. Sanofi: Composition Claims
Orexo AB v. Sun Pharm. Industr. Ltd., 2023 WL 4492095 (D.N.J., August 11, 2023)

▪ Specification disclosed dry mixing 
of buprenorphine and a weak acid 

▪ Sun argued claims enabled 
because specification did not teach 
a POSA how to use its confidential 
process to make separate 
microparticles of buprenorphine 
and weak acid particles Id. at *23

▪ Amgen is inapposite because this 
case involved a single drug 
composition, not an entire genus

U.S. Patent No. 9,439,900

1. A pharmaceutical composition in the form of a 

tablet suitable for sublingual administration 

comprising:

buprenorphine, or a pharmaceutically acceptable 

salt thereof, provided in the form of microparticles,

a weak acid, provided in the form of particles,

which particles are separate from the 

microparticles of buprenorphine, or a  

pharmaceutically acceptable salt thereof,

a disintegrant,

and naloxone or a pharmaceutically acceptable salt 

thereof…
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Post-Amgen v. Sanofi Takeaways

▪ Focus on scope of claims

▪ More predictability in underlying art = more likely experimentation will be 

“reasonable”

▪ Don’t “monopolize” the genus

▪ Guidance can’t amount to recipe for trial and error 

▪ Challenges for antibody claims but need to consider implication for other 

types of claims



U.S. Gov’t Agency Developments 
and their Impact on Hatch-

Waxman Litigants
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U.S. Gov’t Stakeholders for Orange Book Patents
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USPTO/FDA Collaboration Efforts - Update

February 23, 2023 USPTO Webinar October 19, 2023 FDLI Webinar
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2023 USPTO Webinar Takeaways

February 23, 2023 USPTO Webinar

• USPTO believes policy is useful regardless of whether Belcher Pharmaceuticals LLC v. Hospira (Fed. 
Cir. 2021) is a an outlier or not; USPTO has not seen to date a deluge of cases like Belcher

• The key factors to consider in ensuring that consistent statements are made between the two 
agencies is
• the scope of the claimed invention and 
• the timing of the pending applications and submissions to the FDA.

• Regulatory submissions involving data from clinical trials conducted overseas that are the basis 
for an approval outside the US would have to be provided to the USPTO if considered material 
information for a US pending application

• Under what circumstances a paragraph IV certification served on a patent owner by an ANDA 
applicant would be material to the patent application?
• Is there a pending application that relates to the same active ingredient and claims of 

unpatentability in the Paragraph IV certification?
• Does that basis for unpatentability relate to a presently claimed invention that is currently 

being prosecuted?
• Does the information in that detailed statement trail to patentability of something that is 

currently pending at USPTO?
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FDLI Webinar Takeaways

October 19, 2023 FDLI Webinar

• FDA Regulatory Counsel:
• "We have not, and we do not intend to be, involved in substantive patent dispute

issues that would be consistent with our ministerial role."
• The agency however is "certainly exploring what we can do within the confines of

the OBTA [Orange Book Transparency Act] and our ongoing efforts over the years,
and also requests that come into us over the years.“

• “Are there other areas of engagement that would be more beneficial in terms of
getting to the prized goal of bringing down drug costs instead of perhaps looking at
these sort of one-offs, like the provision of inconsistent statements? . . .We don't have
the raw data to see how pervasive this problem is.”

• USPTO's Patent Trial and Appeal Board, Senior Lead Administrative Patent Judge:
• "When we really started thinking about that public proposal, all these questions came

to mind because there are regulatory and statutory interpretation issues that are
really within the purview of the FDA."

• "And so, there's a real mixed question there of a combination of FDA's position on
what the statutory language means in combination with more of a patent law
question about the scope of the claims."

• "We would take our lead from what the FDA is interested and willing to do on that.
And if they're not interested and don't see it within their current statutory authority
to dive into those issues, then we'll help however we can."



fr.com  |  41

FTC Has its Eye on Orange Book Patents

FTC’s September 14, 2023 Policy Statement
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FDA Supports FTC Attention on Orange Book Patents

“The FDA appreciates and supports the FTC’s efforts to
examine whether brand drug companies are impeding
generic drug competition by improperly listing patents
in the Orange Book,” said FDA Commissioner Robert M.
Califf, M.D.

“The FDA stands ready to assist the FTC as part of our
long history of collaboration to protect American
consumers, including our continued engagement under
the Executive Order on Competition in the American
Economy to help identify and address efforts to block or
delay generic drug and biosimilar competition.”
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FTC Takes Challenges 100+ Orange Book Patents
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Navigating New Gov’t Agency Developments

▪ Identify the FDA regulatory milestones and submissions for which an inquiry 

could be reasonable under the particular circumstances,

▪ Review PTO and FDA submissions for material inconsistencies,

▪ Draft procedures for coordinating patent prosecution and regulatory functions to 

help meet the PTO's clarified duties and potential FTC scrutiny,

▪ Conduct due diligence reviews related to the PTO duties for acquisitions or sales 

of life sciences entities and products, and

▪ Establish internal procedures to help minimize waiver of the privilege protecting 

attorney/client communications involving the foregoing



Looking Forward to 2024
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What to Watch for in 2024

▪ Stabilization of new ANDA cases filed and downward trend of new ANDAs 

submitted to FDA

▪ Impact of judicial changes in the District of Delaware

▪ Adoption of earlier and more significant claim narrowing by more judges and 

courts

▪ Push back against In re Cellect

▪ Increased §112 allegations by generic drug makers

▪ Government agency stakeholder impact on Hatch-Waxman litigants
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Thank You!
Please send your NY/NJ CLE forms to mcleteam@fr.com

Any questions about the webinar, contact the Events team @eventsteam@fr.com

A replay of the webinar will be available for viewing at fr.com/webinars

Megan Chacon

Principal

chacon@fr.com

Christina Brown-Marshall
Principal

brown-marshall@fr.com
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