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Overview
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Agenda
2024 Trends for Hatch-Waxman Cases

Terminal Disclaimers & Obviousness-Type Double Patenting

Skinny Labeling

Challenging FDA Approval & Written Description: Entresto®

Other 2024 Developments

Looking Forward to 2025



2024 Trends for Hatch-Waxman 
Cases
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Number of ANDA Cases Filed

Source: docketnavigator.com (Case Type: Cases with ANDA Pleadings, through January 20, 2025)
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Busiest Venues for ANDA Cases in 2024

New 2024 ANDA Cases

(through December 31, 2024)

Open ANDA Cases

(Between January 1 and December 31, 2024)

Source: lexmachina.com (tag Patent: ANDA; data through December 31, 2024)
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Busiest Judges for ANDA Cases

New 2024 ANDA Cases

(through December 31, 2024)

Open ANDA Cases

(Between January 1 and December 31, 2024)

Source: lexmachina.com (tag Patent: ANDA; data through December 31, 2024)



Terminal Disclaimers & 
Obviousness-Type Double 

Patenting
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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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In re Cellect: ODP From Expiration Date After PTA 

81 F.4th 1216, 1229 (Fed. Cir. 2023) 
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Obviousness-type Double Patenting (ODP) v. PTA

Allergan USA LLC v. MSN Labs., 111 F.4th 1358 (Fed. Cir. 2024)
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Federal Circuit: No ODP on 1st Filed, 1st Issued Claim

111 F.4th at 1369 
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Post-Allergan v. MSN Takeaways

▪ Creation of ODP “Safe Harbor” for Parent Patent

▪ Selection of Parent Patent Is Critical

▪ Monitor further developments
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USPTO Proposes & Withdraws TD Rule 

▪ TDs to overcome ODP would be 

enforceable only if patent is not tied 

by TD to another patent in which:

▪ Any claim has been finally held 

unpatentable or invalid as 

anticipated or obvious; or

▪ A statutory disclaimer of a claim 

is filed after any challenge based 

on anticipation or obviousness to 

that claim has been made.
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USPTO Opts Instead for Fee-Based Approach

▪ USPTO setting or adjusting 433 patent fees 

(including 52 new fees) as well as Patent 

Trial and Appeal Board (PTAB) fees

▪ Fees not covered by targeted adjustments 

subject to an across-the-board increase of 

approximately 7.5%

▪ Front-end fees (i.e., filing, search, and 

examination fees) subject to an additional 

2.5% increase on top of the 7.5% across-

the-board increase (10% in total)

▪ USPTO declined to implement proposed 

tiered pricing for TDs



Skinny Labeling
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Amarin’s VASCEPA® and Hikma’s ANDA

2012

FDA approved Amarin’s VASCEPA® for 
treatment of severe hypertriglyceridemia 
(“SH indication”)

2016

Hikma submitted ANDA for generic 
equivalent of VASCEPA®

2019

FDA approved VASCEPA® for treatment to 
reduce cardiovascular risk in patients 
having blood triglyceride levels of at least 
150 mg/dL (“CV indication”) and Amarin 
added CV indication to label

2020

FDA approved Hikma’s ANDA with 
“skinny label” carving out CV indication
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VASCEPA® Related Litigation 
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Amarin Pharma. v. Hikma Pharma. (Fed. Cir. 2024)

104 F.4th at 1377, 1379 
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Federal Circuit: No Death Knell for Skinny Labels

104 F.4th at 1381 



Challenging FDA ANDA Approval: 
Entresto®
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Novartis’s Entresto® and MSN’s ANDA

▪ 2015: FDA approved Novartis's chronic heart failure medication 

Entresto® (Sacubitril (ARB) / Valsartan (NEPi))

▪ 2019: MSN submits ANDA; Novartis submitted a citizen petition 

(the “Active Ingredient Petition”) requesting FDA not approve 

any Entresto-related ANDA for drugs not comprised of “one 

complex with coordinated ionic bonds between anionic 

sacubitril, anionic valsartan, and cationic sodium.”

▪ 2022: Novartis submitted another citizen petition (the “Labeling 

Petition”) requesting that FDA refrain from approving ANDAs

proposing the labeling carveouts challenged in this action.

▪ 2024: FDA denied the Active Ingredient Petition and the 

Labeling Petition; FDA approved MSN’s ANDA for generic 

sacubitril and valsartan tablets; Novartis files suit to challenge 

denial of citizen petitions and files TRO/PI to set aside MSN’s 

approval
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Novartis’s Entresto® Active Ingredient
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Novartis’s Entresto® and MSN’s ANDA Label
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Novartis Pharms. Corp. v. Becerra, No. 24-CV-02234 (D.D.C. Oct. 15, 2024)

Labeling for the generic drug must be the same as the labeling for the reference drug EXCEPT:

▪ Manufacturing information

▪ Can omit an indication or other labelling aspects protected by patent or exclusivity

▪ BUT: changes must not render the proposed generic drug product less safe or effective than the reference drug for all 
remaining, non-protected conditions of use

Labeling Sameness

▪ Law allows changes to generic’s label to account for patent-protected indications

▪ FDA did not contravene statutory requirement that a generic label not be compared to a previous version of Novartis’s 
label

▪ FDA record showed FDA compared the generic to “most recently approved” Entresto

▪ Indication carveout complies with FDA regulations permitting the “omission of an indication or other aspect of labeling 
protected by patent.”

▪ An “omission” under the regulation must turn on the “substance of the information that is omitted—not whether that substantive 
omission is accomplished by adding words or deleting them.

Court found MSN’s generic drug consistent with FDA statutory and regulatory requirements that 
mandate same label and active ingredients; FDA did not act arbitrarily in approving removal of dosing 
regimen from MSN’s label
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Novartis Pharms. Corp. v. Becerra, No. 24-CV-02234 (D.D.C. Oct. 15, 2024)

Court cannot substitute its judgment for that of FDA on drug safety issues

▪ FDA provided a reasoned scientific basis for allowing MSN to carve out Section 2.6

▪ While Section 2.6 was “reasonable” for FDA to approve because it “may” reduce the risks of adverse 

reactions, the agency has never taken the position that the clinical study’s conclusions were definitive or 

“necessary” for the approval of Entresto

FDA’s approval of the dosage regimen carveout was not arbitrary and capricious

FDA rejected Novartis argument that generic Entresto required co-crystal complex

▪ Distinction between co-crystal or physical mixture of two independent salt was irrelevant to the sameness 

inquiry

▪ a “a co-crystal composed of two active ingredients” is merely a different solid-state form of the ingredients, “not a new 
active ingredient”

FDA’s determination on chemical identity sameness reflects its reasoned “scientific analysis,” which 

deserves “a high level of deference”
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FDA Gives Final Approval to MSN’s Generic Entresto



Hatch-Waxman Suit: Entresto®
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In re Entresto, No. 2023-2218, (Fed. Cir. Jan. 10, 2025)

▪ 2015: FDA approved Novartis’s chronic heart failure 

medication Entresto®

▪ ’659 patent claiming pharmaceutical composition of 

valsartan and sacubitril where both are administered in 

combination in a 1:1 ratio, expired January 15, 2025

▪ 2019: ANDAs filed, suits consolidated in MDL in 

Delaware (Torrent, Alembic, MSN, Hetero)

▪ 2023: Judge Andrews found patents not invalid for 

obviousness or enablement, but shown to be invalid 

for lack of written description

▪ 2024: Denial of Novartis motion for preliminary 

injunction

▪ 2025: Fed. Circ. reversed written description and 

affirmed on lack of enablement and obviousness
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In re Entresto, No. 2023-2218, (Fed. Cir. Jan. 10, 2025)

“wherein said [valsartan and sacubitril] are administered in combination”

▪ MSN argued term should be limited to administration of the active ingredients as two separate 
components (i.e., in a non-complexed form, such as a physical mixture)

▪ District court agreed with Novartis and gave term plain and ordinary meaning

▪ Court relied on intrinsic record, including statements Novartis made to the Patent Office for PTE 
application: Entresto includes non-separate, complexed valsartan and sacubitril

▪ MSN stipulated to infringement

Claim Construction
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In re Entresto, No. 2023-2218, (Fed. Cir. Jan. 10, 2025)

“Because the ’659 patent does not claim valsartan-sacubitril complexes, those complexes need 
not have been described.”

▪ ’659 patent adequately described two drugs administered “in combination” and disclosures 
“plainly show that the inventors had possession of a pharmaceutical composition comprising 
valsartan and sacubitril administered ‘in combination’.”

▪ The “complex—not discovered until four years after the priority date of the ’659 patent [2002]—is 
not what is claimed.”

▪ District court erroneously conflated the distinct issues of patentability and infringement by stating that the 
claims were “construed to cover complexes of valsartan and sacubitril.”

▪ Only need to answer whether that which is claimed (administering “in combination”) is adequately 
described.

Written Description
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In re Entresto, No. 2023-2218, (Fed. Cir. Jan. 10, 2025)

▪ The later-discovered valsartan-sacubitril complexes, which arguably may have improved upon the 

“basic” or “underlying” invention claimed in the ’659 patent, cannot be used to “reach back” and 

invalidate the asserted claims.

Enablement

▪ Even if a person of ordinary skill in the art had been motivated to provide an ARB-NEP inhibitor 

combination therapy, there was no motivation in the relied-upon prior art to combine 

valsartan and sacubitril, let alone with any reasonable expectation of success.

Obviousness
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The Race to January 15, 2025 (’659 Patent Expires)



Additional 2024 Developments
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Safe Harbors and Orange Book Listings

▪ Safe Harbor (Edwards Lifesciences v. Meril Life Sciences, 

Fed. Cir. Mar. 25, 2024)

▪ Addressed whether the importation of two demonstration-only transcatheter heart valves for a 

conference during the process of pre-market approval was protected by the safe harbor, and 

ultimately affirmed grant of summary judgment of no infringement

▪ Takeaway: What role, if any, intent plays in a safe harbor analysis regarding, inter alia, presentations 

at industry conferences may be an ongoing discussion for the courts

▪ Orange Book Listings (Teva v. Amneal Pharm., Fed. Cir. Dec. 20, 2024)

▪ Teva asserted five Orange Book-listed patents covering its ProAir® HFA (albuterol sulfate) inhaler 

against Amneal. District Court held that while Teva’s inhaler product falls under the broad definition of 

“drug” as defined in 21 U.S.C. § 321(g)(1), the inhaler is not the drug for which Teva submitted its 

NDA. CAFC affirmed

▪ Takeaway: Patent holders will likely want to review the claims for listed and soon-to-be-listed Orange 

Book patents to consider whether their claims cover the active ingredient that is part of the drug 

substance or drug product for which applicants submitted their NDA
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Patent Eligbility and Polymorphs

▪ Patent Eligibility (Astellas Pharma v. Sandoz, Fed. Cir. Sept. 18, 2024)

▪ CAFC vacated district court’s sua sponte decision finding Astellas Orange Book listed-patent for 

Myrbetriq® ineligible under Section 101.  CAFC applied the party presentation principle as neither 

party advanced any claim or defense of invalidity based on patent eligibility. CAFC also noted flaws in 

the district court’s substantive application of Section 101 to the asserted patent.

▪ Takeaway: District courts and parties should treat eligibility of issued patents under Section 101 in the 

same manner they treat other invalidity defenses.

▪ Obviousness of Polymorphs (Salix Pharm. v. Norwich Pharm., 

Fed. Cir. Apr. 11, 2024)

▪ Generic argued prior art contained examples that disclosed in detail the process that would produce 

the claimed polymorph, evidencing a reasonable expectation of success in doing so. District Court 

found claims obvious under Section 103 and CAFC affirmed

▪ Takeaway: The nonobviousness of polymorph patents is not a guaranteed, despite the unique, 

unpredictable nature of the science and cases finding as such 
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Impact of Trump Administration – New USPTO Director 

• Appointment of USPTO Director and impact on Office

o Director has impact on patent policy, including patent 

examination and post-grant proceedings 

▪ Operational efficiency, reducing regulations, 

strengthening patents, relaxing § 101 requirements

▪ Appropriate for PTAB to exercise more discretion when 

considering whether to institute

o Trump Names Coke Morgan Stewart new Deputy 

Undersecretary of Commerce for Intellectual Property and 

Deputy Director of the United States Patent and Trademark 

Office

• Trump Appointee Agenda

▪ Could be more relaxed on § 101 issues

▪ Would look to strengthen patents and break down barriers in 

litigation and at the patent office

▪ Likely to be more pro-business and pro-inventor 

▪ Policies likely will make invalidating patents at PTAB harder
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Impact of Trump Administration – Changes at FTC

• Former FTC chair Lina Khan took enforcement actions 

related to pharmaceutical IP 

o Challenged Orange Book listings in 2023 and 2024

o Issued rule banning non-competes in 2024, which could have 

implications for trade secret protection.

o Supported Biden admin’s proposed march-in rights 

framework, which allows agencies to include drug price as a 

factor to consider when exercising march-in rights under 

Bayh-Dole Act

• New FTC Chair could affect pharmaceutical IP 

o Trump named Andrew Ferguson as FTC chair. Nominated 

Mark Meador to replace Lina Khan

o Ferguson likely to role back Khan initiatives

o More focus on Big Tech than biopharma industry
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Impact of Trump Administration – Pharmaceutical Patents

• Inflation Reduction Act (IRA) 

o Impact on pharma patents because IRA allows CMS to negotiate drug prices 

o We have limited data; only two rounds of products have been selected under IRA to date.

o Trump would push for rollbacks of the IRA’s climate-related policies, including redirecting unspent climate-related 

funds to road, bridge, and dam projects. 

o Unclear how a Trump admin would handle drug price negotiations. 

o Probably not going anywhere, but Trump admin would not seek to expand or expedite it 

• March-in rights (Bayh-Dole) 

o Dec. 2023, Biden Administration announced a policy to permit agencies to exercise “March-In” rights under the Bayh-

Dole Act for patents arising from federal research, including based upon drug prices.  FTC supported the rule. 

o Trump has a history of opposing march-in-rights based on price; unlikely to pursue 

o March-in rights have been around for a long time. Immediate likelihood of march-in rights affecting companies is low 

• Pending legislation 

o Affordable Prescriptions for Patients Act (passed Senate unanimously)

• Bans product hopping

o Medication Affordability and Patent Integrity Act (introduced in Senate)

• Requires sponsors of applications under FDCA to certify to FDA and USPTO that information submitted to each is 

consistent with information submitted to the other

• Requires sponsor to submit to USPTO any information “material to patentability” or “applicable patents” that it submitted 

to FDA

• Adds new defense to patent infringement based on patentee’s failure to comply 



Looking Forward to 2025
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What to Watch for in 2025

▪ Further Shift from ANDA cases in DE to DNJ

▪ Any additional shake ups in ODP law?

▪ The Skinny Label Sagas Continue (Amarin v. Hikma; GSK v. Teva)

▪ Renewed hope for fending off written description? (In re Entresto)

▪ New USPTO Director and FTC Chair

▪ Trump administration impact on pharmaceutical patents and FDA
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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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