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▪ IP Due Diligence (Why?)

▪ Biosimilar Legal Stories

▪ Innovator’s Portfolio Analysis

▪ Technology Driven Analysis
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Today’s Discussion



▪ 351(k) Litigation: Early & Late Phase Litigation

▪ Multiple waves of Litigation (Patent Dance)

▪ Clear the path of patents prior to expected launch

▪ Categorization of patents and evaluation of patent term/remaining life 

LexisNexis Confidential 4

Biosimilar Development- IP Due Diligence (Why?)



LexisNexis Confidential 5

351(k) Litigation: Early & Late Phase Litigation

Stage-1

After 20 days of section (k) filing. Notification to innovator company about the biosimilar application acceptance at
FDA

Stage-2

After 60 days of stage 1 the innovator company provides the first list of patents that they may assert.

Stage-3

After 60 days of stage 2 the biosimilar applicant provides a detailed non infringement analysis.

Stage -4

Within 60 days the innovator company provides a detailed infringement analysis

Stage-5

Innovator company and biosimilar applicant must engage in mandatory negotiation if the listed patents to be litigated

Stage-6

If no agreement finalized within 15 days, both party exchange final list of patents

Stage-7

Early phase litigation. Innovator company assert patents within 30 days of stage-6

Late Phase

Late phase litigation after180-days notification
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Trends in Biosimilar Litigation in Federal District Courts

18

7

15

20
19

11

9

16

4

0

5

10

15

20

25

<2015 2015 2016 2017 2018 2019 2020 2021 2022

Patent

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.
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Top Parties in Biosimilar Litigation

S. No Party Total Cases Cases as Plaintiff Cases as Defendant Cases as Third Party

1 Amgen Inc. 39 27 11 1

2 Actavis Elizabeth, LLC 29 0 29 0

3 Teva Pharmaceuticals International 25 10 12 3

4 Celltrion, Inc. 22 8 14 0

5 Genentech, Inc. 21 16 5 0

6 Sandoz, Inc. 18 3 12 3

7 AbbVie Inc. 16 10 6 0

8 City of Hope 15 12 3 0

9 Hospira, Inc. 9 1 7 1

10 Allergan PLC 8 0 8 0

11 Apotex Inc. 8 0 7 1

12 Hoffmann-La Roche Inc. 7 5 2 0

13 Janssen Biotech, Inc. 7 5 2 0

14 Aurobindo Pharma Ltd. 5 0 5 0

15 Biogen, Inc. 5 3 1 1

16 Eli Lilly & Co 5 3 2 0

17 Lupin Ltd. 5 0 3 2

18 Mylan Pharmaceuticals, Inc. 5 0 4 1

19 Sanofi-Aventis U.S. LLC 5 4 1 0

20 Watson Laboratories, Inc. 5 0 4 1

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.
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Case Resolutions

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.
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Patent Findings by Judgement Events

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.
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Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.

Patent Invalidity Reasons by Judgement Events
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Event Timeline

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.
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Appeals: Filing Trend & Top Petitioner and Respondents

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.
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Appeals: Case Resolution

Data Source**: The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina®

** Data is obtained by using customized filters and boolean query over the dashboard.



Technology driven solutions such as LexMachina® can help in providing varied analysis for 

litigation:

• Analysis of parties involved

• Litigation analytics around Law firms, attorneys and their performance around given 

technology area

• Litigation venue analysis

• Analysis around litigation outcomes & appeal timelines
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Technology Driven Analysis:



Enbrel Litigation

▪ Dispute over etanercept (Enbrel)

patents

▪ Ruling in favor of the reference drug

i.e., Immunex, Amgen, and Roche

▪ Samsung Bioepis prohibited from

bringing its etanercept biosimilar

(Eticovo) to the US market until

2029.

▪ The ruling will lapse when 2 key

patents for etanercept expire on

April 24, 2029
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Immunex, Amgen & Hoffmann-la Roche Inc Vs Samsung Bioepis

Biosimilars Legal Stories

Data Source: https://www.centerforbiosimilars.com/view/the-top-5-biosimilars-legal-stories-of-2021 (AJMC, the center for Biosimilars)

The analytics and data is obtained from LexisNexis’s proprietary solution LexMachina® using customized filters and boolean query over the solution dashboard

https://www.centerforbiosimilars.com/view/the-top-5-biosimilars-legal-stories-of-2021


Adalimumab Litigation

▪ Alvotech plans to bring an adalimumab biosimilar (AVT02) to market by 2023

▪ AbbVie alleges that Alvotech had help from the Abbvie’s ex-employee who had stolen confidential

information regarding the manufacturing process for AVT02

▪ AbbVie & Alvotech settled the dispute, under the settlement agreement, Alvotech has non-exclusive

rights to market AVT02 in the United States starting July 1, 2023

▪ AVT02 is approved in Europe, Canada, and the United Kingdom
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AbbVie vs Alvotech

Biosimilars Legal Stories

Data Source: https://www.centerforbiosimilars.com/view/the-top-5-biosimilars-legal-stories-of-2021 (AJMC, the center for Biosimilars)

https://www.centerforbiosimilars.com/view/the-top-5-biosimilars-legal-stories-of-2021


Epogen Litigation

▪ Hospira’s seeks approval for marketing, a biosimilar to Amgen’s Epogen

▪ Amgen alleged that 21 batches manufactured by Hospira of its biosimilar, infringed two of Amgen

process patents

▪ The court found that that Hospira infringed patent US5,856,298, claiming methods of producing EPO

isoforms

▪ Jury Awarded $70 million in damages to Amgen even though Hospira’s biosimilar product had not

yet received FDA approval
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Amgen Inc. v. Hospira Inc

Biosimilars Legal Stories

Data Source: Fed. Circ. Amgen Biosimilar Ruling Raises IP Damages Risk By Paul Ainsworth and Michael Bruns.



Insulin Litigation

▪ The state of Mississippi filed suit against the 3 top insulin producers: Eli Lilly, Novo Nordisk, and

Sanofi-Aventis, as well as the contracting pharmacy benefit managers of these players

▪ The civil suit was filed in Hinds County Chancery Court in Jackson, Mississippi, and contends that the

defendants are running an “insulin pricing scheme” for profits

▪ The first insulin biosimilar (Semglee, insulin glargine) was approved in 2021, and this could help in

downgrading the pricing in coming years. Nevertheless, regulators in the United States are hoping that

a newly opened regulatory pathway for insulin biosimilars via the Biologics Price Competition and

Innovation Act (BCPIA) could help in affordability of insulin for the patients
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State of Mississippi Vs Eli Lilly, Novo Nordisk, and Sanofi-Aventis

Biosimilars Legal Stories

Data Source: https://www.centerforbiosimilars.com/view/the-top-5-biosimilars-legal-stories-of-2021 (AJMC, the center for Biosimilars)

https://www.centerforbiosimilars.com/view/the-top-5-biosimilars-legal-stories-of-2021
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Biosimilars Marketed in the US
Company Biosimilar Innovator product Launch date

Sandoz Zarxio Neupogen Sept. 2015

Pfizer Nivestym Neupogen Oct. 2018

Celltrion/Pfizer Inflectra Remicade Nov. 2016

Samsung/Bioepis Renflexis Remicade July 2017

Mylan/Biocon Fulphila Neulasta July 2018

Coherus Biosciences Udencya Neulasta Jan. 2019

Sandoz Ziextenzo Neulasta Nov. 2019

Pfizer Retacrit Epogen Nov. 2018

Amgen/Allergan Mvasic Avastin July 2019

Pfizer Zirabev Avastin Dec. 2019

Amgen/Allergan Kanjinti Herceptin July 2019

Mylan/Biocon Ogivri Herceptin Dec. 2019

Teva/Celltrion Truxima Rituxan Nov. 2019

Pfizer Ruxience Rituxan Jan. 2020

Pfizer Trazimera Herceptin Feb. 2020

Data Source: Irena Royzman and Khushbu Shah: 10 years of biosimilars: lessons and trends; Nature Reviews (Drug Discovery); Volume 19 ; June 2020;

Page No.375. The data is produced for the information purpose only and has no competing interest.



▪ Quality assessment of the patents owned in tech space

▪ Patents Owned by or Licensed to the innovator

▪ Prior assessment of Litigation Risk: Validity Assessment,

Advance preparation of infringement arguments

▪ Continuous Monitoring of the innovator’s portfolio

▪ Assessment of Design around opportunities

▪ Exploration of Licensing opportunity

▪ Identification of potential patents for pre-suit licensing

negotiations

LexisNexis Confidential 20

Innovator’s Portfolio Analysis

Why to Investigate the entire patent portfolio?



▪ Composition/Formulation

▪ Method of use

▪ Method of manufacturing

▪ Delivery methods/modes of delivery

▪ Dosage, purification, safety analysis

▪ Packaging & Storage
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Innovator’s Portfolio Analysis

Identification of usual types of patents commonly asserted in litigation



▪ Prioritizing the patents of high value and assess

their strength

▪ Litigation outcome analysis

▪ Annuity Fee analysis in case of potential licensing

opportunities
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Innovator’s Portfolio Analysis



▪ Instant analysis of given company’s entire portfolio with 

scientifically proven methodology without having to go 

for lengthy manual analysis

▪ Easy to use dashboard.

▪ Customizable & multiple graphical analysis with multi-

format export function

▪ An array of web platform that can be interconnected to 

run multi level patent analysis such as patent landscape, 

portfolio analysis, competitor benchmarking patent 

search to diverse insights for litigation.
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How PatentSight® can assist?

Technology Driven Analysis
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PatentSight® : 
A Stelara Case Study
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Main Players in Stelara Market
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Changes in Stelara Market Share

2017 2022
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Player’s Trend in Stelara Market
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Company’s Strategy in Stelara Market
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J&J Patent List for Stelara
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J&J’s R&D trend for Stelara
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J&J’s Portfolio Value Distribution (feat. Stelara)
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J&J’s Stelara Technology Segment 
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J&J’s Trend in Stelara Technology Segment



LexisNexis Confidential 35

J&J’s Stelara Technology Competitiveness
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J&J’s Stelara Patent Details w/ Termination Date
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J&J’s Stelara Market Strategy
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J&J’s Stelara Patents with internal/external citation



LexisNexis Confidential 39

J&J’s Annuity Fee for Stelara



THANK YOU

cmehall@ddkpatent.com
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sunny.yoon@lexisnexis.com
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