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Hatch-Waxman & Biologics

Polsinelli’s multidisciplinary pharmaceuticals team includes trial attorneys, FDA and antitrust counsel, patent
attorneys and agents. We are skilled courtroom advocates, and we bring to bear our team members’
backgrounds in chemistry, organic chemistry, biochemistry, biology, pharmacy, medicine, molecular biology,
microbiology, neuroscience, pharmacology, genetics, immunology and molecular biophysics, among others. We
have knowledge and experience in cases related to compositions and APlIs, formulations (e.g., oral dosage
forms, controlled release, ODTs, transdermal, topical, ophthalmic, transmucosal, parenteral, etc.), methods of
use, polymorphs, enantiomers, drug delivery devices (including combination products), and methods of
manufacture, including cell lines and expression systems. Our attorneys have first-chair experience litigating
cases on behalf of pharmaceutical companies in key venues, including the federal courts in Delaware, New
Jersey, the Eastern District of Texas, the Southern District of New York, the Northern District of Illinois and the
District of Massachusetts.

Hatch-Waxman

Polsinelli’s attorneys have significant experience representing both brand and generic drug companies in Hatch-
Waxman drug patent cases. We assist clients every step of the way—from pre-litigation planning and strategy,
assistance with the regulatory review process, and advocating for our clients through trial, appeal and/or
settlement.

Our attorneys have litigated everything from blockbuster products to smaller market and specialty
pharmaceuticals. We understand that each case, and each client, requires its own approach, and we partner with
our clients to develop a strategy to achieve their specific business goals in a cost-efficient manner.

Biologics Price Competition and Innovation Act (BPCIA)

Polsinelli also has a robust Biologics Price Competition and Innovation Act (BPCIA) practice. The framework of
the BPCIA process is unique and requires attorneys with experience in the specialized considerations that drive
strategic decisions, including the “Patent Dance” and notice provisions of the BPCIA. Our attorneys have
counseled some of the world’s largest, best-known, and most influential pharmaceutical companies regarding the
regulatory and legal issues associated with this process and have repeatedly presented at conferences and
seminars on these topics. We provide patent landscape opinions, due diligence reviews, and pre-litigation
strategy in advance of the filing of BLA and aBLA applications and stand prepared to guide clients through
successful resolution of litigation. Our deep bench of attorneys with specialized technical degrees and industry
experience are instrumental to both understanding the intricate science involved and to being able to explain it in
a compelling manner to judges and juries.

Food and Drug Administration (FDA)

Polsinelli is one of the few firms in the country that have attorneys that assist clients in navigating not only the
thicket of patent issues involved in getting products to market but also the complex FDA regulatory issues


https://www.polsinelli.com/food-drug-device

involved in clearing approval hurdles and bringing product to market in the most profitable manner. Our attorneys
regularly use their regulatory and scientific experience to provide counseling, advocacy and litigation services on
behalf of clients before the FDA. Our attorneys have in-depth knowledge and first-hand experience with the
complex and shifting regulatory landscape, enabling them to provide a holistic approach to supporting our
pharmaceutical and biologic clients.

Matters

«  ACETADOTE®(acetylcysteine)

«  ACTOPLUS MET XR®(pioglitazone HCl+metformin HCI)
«  ADENOSCAN®(adenosine)

+  ALOXI®(palonosetron HCI)

*  ANGIOMAX®(bivalirudin)

«  APTENSIO XR®(methylphenidate hydrochloride)

+  ASTEPRO®(azelastine)

«  AVODART®(dutasteride)

«  BEPREVE®(bepotastine besilate) ophthalmic solution
«  CENESTIN® (synthetic conjugated estrogens, A)

+  COMBIGAN®(brimonidine tartrate+timolol maleate)

« DUREZOL (Difluprednate)

+  ENABLEX®(darifenacin hydrobromide)

«  FAZACLO ODT®(clozapine ODT)

+  FORTAMET®(metformin HCI)

+  HYSINGLA®(hydrocodone bitartrate)

*  IMBRUVICA®(ibrutinib)

«  ISTALOL®(timolol maleate) ophthalmic solution

+  JALYN®(dutasteride+tamsulosin HCI)

«  JUBLIA®(efinaconazole)

*  LATISSE®(bimatoprost) ophthalmic solution

«  MIRALAX®(polyethylene glycol 3350)

«  MUCINEX®(guaifenesin)

*  MYDAYIS®(mixed amphetamine salts)

+  NEXAVAR®(sorafenib)

*  OTEZLA (apremilast)

+  OXECTA®(oxycodone HCI)

+  PEPCID COMPLETE®(famotidine + calcium carbonate + magnesium hydroxide)
«  PICATO®(ingenol mebutate)

+  PRECEDEX®(dexmedetomidine HCI)

+  PREPOPIK®(sodium picosulfate + magnesium oxide + anhydrous citric acid)
* PREVACID® (lansoprazole)

*  PRILOSEC®(omeprazole)

+  PROLENSA®(bromfenac sodium) ophthalmic solution
*  RAPAFLO®(silodosin)

*  REMERON® (mirtazapine)

« RESTASIS (cyclosporine ophthalmic emulsion)

«  SANCUSO®(granisetron)

+  SOOLANTRA®(invermectin)

+  TRAVATAN Z®(travoprost ophthalmic solution)

*  VANOS (fluocinonide)

*  VELCADE®(bortezomib)


https://www.polsinelli.com/food-drug-device
https://www.polsinelli.com/food-drug-device

+  VIAGRA®(sildenafil citrate)
«  XYREM®(sodium oxybate)
« ZOFRAN® (ondansetron)

+  ZOMETA®(zoledronic acid)

News

April 9, 2026
Polsinelli Attorneys Named to Law360’s 2026 Editorial Advisory Boards

February 3, 2026
28 Polsinelli Attorneys Recognized as Thomson Reuters Stand-out Lawyers

November 6, 2025
Polsinelli Promotes 35 Attorneys to Shareholder Nationwide

October 17, 2025
Two Polsinelli Attorneys Recognized in 2025 LMG Life Sciences Rankings

October 10, 2025
Polsinelli Secures Appellate Victory for MSN Pharmaceuticals in Challenge to FDA Approval of Entresto
Generic

May 7, 2025
Polsinelli Recognized by BTl Consulting Group Among Most Recommended Law Firms for the Pharma
Industry

March 24, 2025
Eight Polsinelli Attorneys Selected to Serve on Law360’s 2025 Editorial Boards

October 22, 2024
Polsinelli Continues Life Sciences Growth With Experienced Hatch-Waxman and Biologics Attorney
Stacie Ropka

October 18, 2024
Polsinelli Secures Litigation Victory For MSN Pharmaceuticals in Lawsuit Against FDA Involving a
Generic Version of Entresto

July 9, 2024
Polsinelli Recruits High-Profile FDA/Hatch-Waxman Attorney Chad Landmon as Practice Chair



Publications

May 18, 2026
Federal Circuit Addresses Prosecution History Estoppel, Disclosure-Dedication Rule in Affirming ANDA
Product Noninfringement Decision

May 5, 2026
Justices to side with generic drugmakers in patent spat, attorneys predict
Quoted, Westlaw

April 30, 2026
SCOTUS judges favour fact-specific approach to landmark ‘skinny label’ dispute
Quoted, IAM

April 30, 2026
Hot Takes: What the Oral Arguments in Hikma/ Amarin Revealed
Quoted, IP Watchdog

April 29, 2026
Supreme Court Decision Hangs In Balance After Hikma-Amarin Skinny-Label Oral Arguments
Quoted, Generics Bulletin

April 29, 2026
High Court Seeks Path To Limited Ruling On 'Skinny Labels’
Quoted, Law360

April 29, 2026
Supremes weigh in on skinny labels in long-awaited argument
Quoted, BioWorld

April 29, 2026
How Skinny is Skinny Enough? Takeaways from the SCOTUS Oral Argument in the Amarin/Hikma Case

February 18, 2026
New FDA Drug Reforms: Congress Extends Voucher Incentive, Clarifies Orphan Exclusivity and
Provides Greater Transparency for Q1/Q2 Generic Approvals

February 4, 2026
‘These Decisions Created A Lot Of Uncertainty’ — Why The Supreme Court’s Skinny-Label Ruling Matters
Quoted, Generics Bulletin

January 22, 2026
High court picked Hikma’s ‘skinny label’ fight after letting the issue ‘percolate’
Quoted, Endpoints News

January 22, 2026
High Court’s ‘Skinny-Label’ Case Has Broader Implications (1)
Quoted, Bloomberg Law

January 20, 2026
Supreme Court Grants Cert. Petition in Hikma / Amarin Skinny Labeling Case



January 8, 2026
Polsinelli Life Sciences Spotlight - Volume 3 - Turning Insight into Action: A Life Sciences Playbook for
2026

January 5, 2026
Calls for Leadership Stability and Rare Disease Follow-Through at FDA in 2026
Quoted, BioSpace

December 31, 2025
Pharma Patent Trials Loom in 2026 for Wegovy, Covid-Vaccine Tech
Quoted, Bloomberg Law

December 22, 2025
FDA Policy Tracker: 2025 Was a Year of Change
Quoted, BioSpace

December 9, 2025
Intellectual Property 2025 Year in Review

December 9, 2025
FDA'’s Drug Price Push in Biosimilar Plan Hinges on Other Reforms
Quoted, Bloomberg Law

October 31, 2025
New FDA Guidance Could Speed Biosimilar Approvals and Cut Costs

October 9, 2025
Justices Urged To Clarify Patent Validity In Entresto Case
Quoted, Law360

September 24, 2025
Vanda Ruling Opens Door For Contesting FDA Drug Denials
Co-Author, Law360

September 11, 2025
Polsinelli Life Sciences Spotlight - Volume 2 - Adapting by Design: Navigating Complex Times in Life
Sciences

July 21, 2025
FTC’s Latest Effort To Dispute Improper Patent Listings Barely Made A Dent
Quoted, Generics Bulletin

July 14, 2025
Device Patents in the Orange Book: May 21, 2025, FTC Warning Letters Appear to have Minimal Impact

June 18, 2025
Opinion: Recent Precedent Shows Overseas Biosimilars Companies Can Be Sued in US
Author, BioSpace

May 23, 2025
Orange Book Listings: Republican Led FTC Picks Up Where Democrat Led FTC Left Off

May 15, 2025
Trump Administration Announces New Executive Order to Promote Domestic Production of
Biopharmaceuticals



April 24, 2025
Drug Pricing and Payment Executive Order Shows Trump Administration’s Cards

April 1, 2025
In Landmark Ruling, Eastern District of Texas Strikes Down FDA'’s Final Rule Regulating Laboratory
Developed Tests

March 14, 2025
Judge Connolly (D. Del.) Overturns $96 Million Molecular Diagnostics Jury Verdict, Finds Patents Invalid
Under § 112

March 11, 2025
Federal Circuit Affirms District Court’s Obviousness Judgment on ImmunoGen Patent Application

March 5, 2025
Federal Circuit Refuses to Rehear Case Involving Orange Book Listing of Device Patents

February 20, 2025
FDA Reels From ‘Indiscriminate’ Job Cuts Under Trump as Biopharma Appeals for Clarity
Quoted, BioSpace

February 19, 2025
MAHA Commission expected to impact approach to medications, vaccines, research
Quoted, McKnights Senior Living

February 19, 2025
Personal Jurisdiction Considerations for International Biosimilars Companies

February 13, 2025
Uncertainty builds amid Kennedy confirmation, Trumps orders
Quoted, BioWorld

February 13, 2025
Scientists, drugmakers brace for a Kennedy HHS after confirmation
Quoted, Chemical & Engineering News

February 13, 2025
‘No Job Security’ at FDA as Trump Team Seeks to Dismantle Workforce
Quoted, BioSpace

February 6, 2025
New PTAB Guidance on Enabling Requirement Under § 102 of the AIA and Construction of Chemical
Compound

January 27, 2025
Is Teva-Amneal Inhaler Case A Double-Edged Sword For The Generics Industry?
Quoted, Generics Bulletin

December 23, 2024
Federal Circuit Decides Case Involving Orange Book Listing of Device Patents

October 28, 2024
100-days-in: How Polsinelli hire is expanding the Hatch-Waxman group
Quoted, Managing IP



July 19, 2024
Loper Bright bringing more scrutiny, uncertainty to US agencies
Quoted, BioWorld

July 18, 2024
Congress looking for ‘simple solutions’ to Rx pricing quandary
Quoted, BioWorld

July 17, 2024
The FTC’s Challenge to the Listing of Device Patents in the Orange Book: What Challenge?

July 10, 2024
Longtime Axinn Atty To Chair Polsinelli's Hatch-Waxman Team
Featured, Law360

July 2, 2024
Federal Circuit Clarifies Rules for Skinny Labeling for Generics and Biosimilar Companies

June 28, 2024
Pollution Curbs, Non-Compete Bans Put at Risk by Chevron Ruling
Quoted, Bloomberg

June 28, 2024
The Oversight of Food, Drugs, and Tobacco is Expected to be a Target
Quoted, The New York Times

June 26, 2024
After Stock Crash and Staff Cuts, Amarin Wins Bid to Revive Vascepa Patent Lawsuit
Quoted, Fierce Pharma

June 25, 2024
Amarin Revives Patent Suit Against Hikma for Vascepa Generic
Quoted, Bloomberg Law

June 25, 2024
CAFC Says Generic’s Public Statements Make Induced Infringement Claims Plausible,
Quoted, IPWatchdog

June 24, 2024
Device patents still listed, FTC embraces chance to expand review
Quoted, BioWorld

June 2024
Generic Drugs and Patents
Co-Author, Bloomberg Law

June 2024
Hatch-Waxman Overview
Author, Bloomberg Law

May 23, 2024
Effects of GSK v Teva Ripple after SCOTUS Denies Cert
Co-Author, Life Sciences IP Review



May 2024
Patent Basics for Biotech Counsel
Co-Contributor, Bloomberg Law

May 1, 2024
Debate over Orange Book device listings heard on multiple fronts
Quoted, BioWorld

April 2, 2024
For Medicare Drug Cost Suits, Final Price Could Be Key
Quoted, Law360

Spring 2024
Chevron Deference on the Brink: Small Fish May Mean Big Changes for FDA
Co-Author, FDLI's Update Magazine

March 26, 2024
Regeneron v Novartis and Vetter: Walker Process Client Update

March 1, 2024
Lung-Disease Drug Fight Exposes Fault Lines in Patent System
Quoted, Bloomberg Law

February 13, 2024
Revisiting Government March-In Rights Under Bayh-Dole: The FTC Weighs In

January 25, 2024
FDA’s Califf is ‘Very Worried’ About Judges Overruling Agency Decisions
Quoted, Pink Sheet

January 19, 2024
IP Agencies Will Not Escape Pull of SCOTUS Ruling on ‘Important’ Chevron Doctrine
Quoted, World IP Review

January 19, 2024
Justices Seem Split Down Party Lines as Chevron Nears Chopping Block
Quoted, IPWatchdog

January 11, 2024
USPTO’s New Enablement Guidelines Push for Consistency
Quoted, BioWorld

December 22, 2023
2024 Forecast: Biden Admin Efforts Show There's No Pricing Relief on the Horizon for Pharma
Quoted, Fierce Pharma

December 15, 2023
Key U.S. District Court Cases with Implications for IP in the New Year
Co-Author, IPWatchdog

November 17, 2023
US FDA letting FTC Decide if Orange Book Listings ‘Improper’
Quoted, BioWorld



May 16, 2023

FDA's Digital Health Technologies Framework Addresses Important Challenges

Co-Author, Cell & Gene, Bioprocess Online, Clinical Leader, Med Device Online, Outsourced Pharma, and
Pharmaceutical Online

March 23, 2023

Resistance or Defiance? The FDA and the 11th Circuit Spar Over Statute on Orphan Drug Statutory
Exclusivity

Co-Author, Clinical Leader

March 2, 2023
US Regulatory Landscape not Improving for Ultra-Rare Disease Therapies
Quoted, BioWorld

December 20, 2022
The Regulatory Labyrinth of Stem Cell Treatments
Co-Author, Cell & Gene
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