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I. QUALIFICATIONS AND EXPERIENCE  

1. I am a Vice President and Managing Director at Gleason IP (“Gleason”).  Gleason 

is an economic, accounting, and financial consulting firm.  I am the leader of the Intellectual 

Property Practice.  Prior to joining Gleason, I worked for the global firm of Deloitte.  

2. I graduated magna cum laude from the University of Notre Dame with a Bachelor 

of Business Administration degree and a double major in Economics and Accounting.  I am a 

Certified Public Accountant (“CPA”).  I am also Certified in Financial Forensics (“CFF”).  I am a 

member of the Licensing Executives Society (“LES”) and earned my Certified Licensing 

Professional (“CLP”) designation, which is granted by the LES to professionals demonstrating 

extensive knowledge and experience in the areas of intellectual property and licensing.  I am also 

a member of the American Economic Association.  I have attended and instructed numerous 

continuing education seminars since the completion of my formal education and have been a 

speaker on numerous occasions on a variety of financial, economic, accounting, and valuation 

topics.  I have presented to various bar associations and organizations on the issues of intellectual 

property, objective indicia of nonobviousness, financial damages, valuation, financial statement 

analysis, and other topics. 

3. I have extensive knowledge and experience in the areas of economic and market 

analysis.  My intellectual property experience includes valuation of intellectual property, analysis 

of objective indicia of nonobviousness, market analysis involving product performance, the 

determination of damages associated with patent infringement and other intellectual property 

(including lost profits, disgorgement, and reasonable royalties, as applicable), consideration of 
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irreparable harm, analysis of Panduit Factors, and analysis of Georgia-Pacific Factors.  I have 

analyzed damages claims in trademark infringement, false advertising, and other cases involving 

the Lanham Act.  I have experience in a broad range of industries including pharmaceutical and 

life sciences, manufacturing, retail, technology, healthcare, communications, construction, 

extractive, and other industries. 

4. My work experience includes litigation support and consulting engagements with 

a variety of pharmaceutical and biologics companies.  In my work in the pharmaceutical and life 

sciences industry, I have performed financial and economic analysis for hundreds of prescription 

pharmaceutical and biologic products, including virtually every major therapeutic class of drugs.  

I have been asked to study and analyze objective indicia of nonobviousness (including commercial 

success and nexus), consider claims of irreparable harm, the balance of equities, and public interest 

factors (and related issues associated with bonds therewith), determine and quantify damages, and 

assist with licensing and settlement discussions. 

5. My work experience also includes assisting clients with product pipeline 

consulting.  Specifically, I analyze markets and assess the impact that a launch of a product may 

have on a relevant market.  In providing product pipeline consulting, I use my extensive experience 

in financial modeling for pharmaceutical and life science products that have not yet launched.  

More precisely, I develop assumptions for financial models in order to project market formation, 

market penetration, market share, and pricing on a regular basis.  Global pharmaceutical and life 

sciences companies often retain me and my firm to perform these analyses and make decisions 

based on the accuracy and reliability of the financial modeling that I perform.   
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6. In the course of my work in providing consulting and expert services, I regularly 

analyze and review data for the pharmaceutical and life sciences industry, including data from 

IQVIA, Inc. (“IQVIA”), Symphony Health Solutions (“Symphony”), Truven Health Analytics 

(“Truven”), IntrinsiQ Specialty Solutions, Inc. (“IntrinsiQ”), and other service providers.  I am 

knowledgeable regarding the role of pharmaceutical databases such as First Databank, Medispan, 

Gold Standard, and other information sources in the fulfillment of prescriptions.  I am also 

knowledgeable regarding the process of prescription writing, fulfillment, and product substitution 

in the pharmaceutical and life sciences industry.  I have analyzed data and information and testified 

as an expert witness numerous times in matters involving the pharmaceutical and life sciences 

industry and the role of brand versus generic competition.  I have been qualified as an expert 

witness in pharmaceutical economics on numerous occasions by various federal courts and 

institutions.   

7. I have been engaged by the United States Patent and Trademark Office (“USPTO”) 

and Office of the Solicitor as an expert to analyze and testify on economic issues involving 

intellectual property in proceedings for the Honorable David Kappos, while Under Secretary of 

Commerce for Intellectual Property and Director of the USPTO; the Honorable Michelle Lee, 

while Under Secretary of Commerce for Intellectual Property and Director of the USPTO; the 

Honorable Joseph Matal, while performing the functions and duties of Under Secretary of 

Commerce for Intellectual Property and Director of the USPTO; and the Honorable Andrei Iancu, 

while Under Secretary of Commerce for Intellectual Property and Director of the USPTO. 



                                                 
  

 

 
6 

 

8. I also have extensive experience in analyzing, calculating, and determining 

damages and other financial and economic issues in various dispute settings.  I have been 

designated as a testifying expert in federal and state courts, Chancery Court, the United States 

International Trade Commission, the Patent Trial and Appeal Board (“PTAB”), and on matters 

before various domestic and international arbitration panels.  I have analyzed damages involving 

intellectual property disputes, breach of contract claims, shareholder disputes, insurance recovery, 

class actions, and others.  I also have experience assessing claims of irreparable harm, the balance 

of equities, and public interest factors in connection with temporary restraining order hearings, 

preliminary injunction hearings, and other injunctive relief and determining whether financial 

damages are calculable, including issues associated with related bonds. 

II. PRIOR TESTIMONY AND FEES 

9. Gleason is being compensated for the work performed on this engagement based 

on the time incurred by me at a rate of $535 per hour.  Our compensation is not affected by the 

outcome of this case. Attached as Exhibit 1 is a copy of my curriculum vitae and a list of the cases 

in which I have provided expert testimony, either through deposition or at trial, during the last four 

years.   

III. OBJECTIVE OF THE ENGAGEMENT 

10. I have been retained by Skiermont Derby LLP on behalf of HEC Pharm Co., Ltd. 

and HEC Pharm USA, Inc. (collectively, “HEC”) to review and respond to various economic 

issues raised in the Confidential Declaration of Christopher Vellturo, Ph.D., In Support of Plaintiff-

Appellee’s Motion to Stay the Mandate, dated September 23, 2022 (the “Vellturo Declaration”).  
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Specifically, I have been asked to respond to whether Novartis Pharmaceuticals Corporation 

(“Novartis” or the “Plaintiff”) will experience irreparable harm as a result of the Court of Appeals 

for the Federal Circuit (“CAFC”) mandate issuing and the subsequent launch of generic fingolimod 

hydrochloride (“fingolimod”) capsules by HEC and/or other generic manufacturers; economic 

factors influencing the balance of equities between the Plaintiff and HEC; and economic 

considerations impacting the public interest factor. 

11. I previously prepared and issued the Rebuttal Expert Declaration of Ivan T. 

Hofmann, dated April 9, 2019 (the “Original Hofmann Declaration”) in response to the Declaration 

of Christopher A. Vellturo, Ph.D. In Support of Novartis’s Motion for a Preliminary Injunction, 

dated February 19, 2019 (the “Original Vellturo Declaration”) and the Declaration of Arvashni 

Seeripat In Support of Novartis’s Motion for a Preliminary Injunction, dated February 19, 2019 in 

the District Court litigation.1   

12.  This declaration is based on information known to me as of the date I signed this 

declaration, and I reserve the right to amend or supplement this declaration in view of any 

additional discovery, documents, information, reports, and/or testimony that I receive after 

issuance of this declaration.  The work on this engagement was performed by me and others at 

Gleason working under my direct supervision.  I also reserve the right to rebut opinions and 

testimony offered by witnesses for the Plaintiff. 

 
1 Various defined terms within this declaration were previously defined in the Original Hofmann Declaration.  See 
the Original Hofmann Declaration for such defined terms (D. Ct. Dkt. 471 (redacted) or 459 (unredacted)). 
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IV. MATERIALS REVIEWED 

13. The bases for my opinions herein and any testimony that I may be called upon to 

provide are: (i) the materials and independent research identified throughout this declaration; (ii) 

my knowledge, education, and experience; and (iii) the materials listed in Appendix 3 of the 

Original Hofmann Declaration.2  The foregoing are among the types of information reasonably 

relied upon by experts in my field for the purposes of forming opinions or inferences on the matters 

that are the subject of my work in this case.  Throughout this declaration, I cite portions of these 

documents.  These citations are intended only as examples, however, and I reserve the right to rely 

on all portions of these documents in addition to those cited in this declaration.  Additionally, I 

may use these materials to assist me in preparing demonstratives such as graphics and animations 

for any testimony I may be asked to provide.     

V. SUMMARY OF OPINIONS 

 Based upon my analysis, the potential harms to Novartis claimed in the Vellturo 

Declaration purportedly resulting from the issuance of the mandate and potential subsequent 

launch of generic fingolimod products by HEC and/or other generic manufacturers are speculative 

and not irreparable.  The claimed harms contained in the Vellturo Declaration are quantifiable and 

are regularly calculated by financial and economic experts, including Dr. Vellturo and myself.  

 

 
2 Throughout this declaration I reference Bates stamped documents and information that were used in the Original 
Hofmann Declaration (D. Ct. Dkt. 471 (redacted) or 459 (unredacted)).  I understand that there has been limited 
additional documents and information produced recently in this matter that would be available to update my analysis 
within this declaration.  However, if additional documents are provided, I reserve the right to update such analyses 
included within this declaration. 
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15. Furthermore, from an economic perspective, the balance of equities factor and the 

public interest factor both weigh in favor of allowing the mandate to issue. 

VI. BACKGROUND 

16. In the Original Hofmann Declaration, I provided background on the litigation and 

the market for fingolimod, which is marketed as Gilenya®.3  At the time of the Original Hofmann 

Declaration, there were multiple ANDA filers involved in the litigation.   

 
3 I incorporate by reference the Case Background and Background of Multiple Sclerosis sections of the Original 
Hofmann Declaration (D. Ct. Dkt. 459). 
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 and that HEC is the only 

remaining ANDA filer challenging the ’405 Patent.    

VII. THE CLAIMED HARMS IN THE VELLTURO DECLARATION ARE NOT 
IRREPARABLE   

17. The potential harms to Novartis claimed in the Vellturo Declaration purportedly 

resulting from the issuance of the mandate and subsequent potential launch by HEC and/or other 

manufacturers of generic fingolimod products are not irreparable.   

    

 

  

 

 

 

 

  In any event, the potential damages resulting from HEC’s potential launch of generic 

fingolimod products are quantifiable for this limited period of time.        

 
4 For example, see the Declaration of Robert W. Trenchard In Support of Novartis’s Motion for a Preliminary 
Injunction (the “Trenchard Declaration”), Exhibit 130 – D. Ct. Dkt. 366-3, pg. 2; Novartis Fourth Quarter 2018 
Earnings Call Slides, slide 19 (Original Hofmann Declaration – D. Ct. Dkt. 471, Exhibit 58), see 
https://seekingalpha.com/article/4236603-novartis-ag-2018-q4-results-earnings-call-slides?part=single, accessed 
October 3, 2022. 

https://seekingalpha.com/article/4236603-novartis-ag-2018-q4-results-earnings-call-slides?part=single
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A. Novartis Will Not Suffer Irreparable Harm 

18. The Vellturo Declaration claims various forms of alleged irreparable harm to 

Novartis related to the issuance of the mandate and subsequent potential launch of generic 

fingolimod, but focuses on three “primary elements.”5  The three claimed primary elements are 

“1) Price erosion in the marketplace for RRMS therapies; 2) The impact of generic launch on the 

availability of FDO; and 3) Harm to Novartis’s goodwill.”6  I disagree that these purported claims 

would result in irreparable harm to Novartis.  Even assuming that Novartis experiences price 

erosion on sales of Gilenya® due to the launch of generic fingolimod, any such harm that results 

would be quantifiable and/or is the result of business decisions by Novartis.  Furthermore, the 

claimed impacts allegedly caused by the potential launch of generic manufacturers other than HEC 

and the  would also be the result of business decisions 

made by Novartis.  Finally, the Vellturo Declaration’s claims regarding a loss to Novartis’s 

goodwill and relationships are flawed and unreliable.   

1. The Claimed Harms Related to Purported Price 
Erosion in the Vellturo Declaration Are Speculative and 
Not Irreparable 

19. The Vellturo Declaration claims that a form of irreparable harm is the potential 

price erosion effects of Gilenya® on Novartis.7  I disagree.  Price erosion (if any) is a potential 

form of harm that is calculable, and Novartis can claim these potential damages if Novartis prevails 

and is entitled to price erosion damages.  Furthermore, if it is determined that sales of HEC’s 

 
5 Vellturo Declaration, pars. 7-9 and 32. 
6 Vellturo Declaration, par. 32. 
7 Vellturo Declaration, pars. 33-40. 
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fingolimod products (and other generic manufacturers) should cease, and if Novartis actually 

reduces its price of Gilenya® as a result of generic competition, Novartis can increase the price of 

Gilenya® to pre-generic levels (I discuss examples where markets have recovered below).     

20.  

  

   

  

   

 

    

  

  Furthermore, it is speculative for the 

Vellturo Declaration to assume that Novartis will  

 

  In my experience, such a strategy is common in the pharmaceutical 

industry and would not cause price erosion on Novartis’s sales of Gilenya®.  Furthermore, to the 

extent that Novartis is confident that it will prevail in its appeal, Novartis may similarly decide to 

maintain its pricing, collect potential damages (assuming liability is found), and continue selling 

 
8 Trenchard Declaration, Exhibit 129 – D. Ct. Dkt. 366-3, slide 39.  As previously discussed, Novartis has not 
produced updated presentations or data to analyze updated pricing trends. 
9 Trenchard Declaration, Exhibit 130 – D. Ct. Dkt. 366-3, slide 12. 
10 Trenchard Declaration, Exhibit 130 – D. Ct. Dkt. 366-3, slide 12. 
11 Indeed, the Vellturo Declaration acknowledges  
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its branded product without generic fingolimod competition if such competition ceases further 

sales.      

   

 

 

 

  

  

  

 

22. It is economically irrational for payers or patients to be unwilling to pay for, or 

prescribers to be unwilling to prescribe, Gilenya® at a price consistent with the price of Gilenya® 

prior to generic competition once generic fingolimod sales cease.  If Gilenya® was previously the 

RRMS product of choice at a certain price for a formulary prior to the launch of generic 

fingolimod, it would be logical that at some point in the future (even if the modification is that 

generic fingolimod products were available for a period of time, prices changed, generic 

fingolimod sales ceased, and the fingolimod market went back to the prior state) that the same 

formulary would list Gilenya® at the same price.  There is no reason to believe that payers, 

physicians, or patients would choose an alternative RRMS product when they had previously 

chosen Gilenya®, when this decision is made a second time under similar conditions as the first.  
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24. Furthermore, even if Novartis   

 claimed harms described 

in the Vellturo Declaration are not irreparable and Novartis would be able to recover its market 

share and price if it is determined that generic fingolimod products are to cease further sales.  

Indeed, any claimed lost market volume for Gilenya® would rebound, the price of Gilenya® would 

be restored, and   

   

  

 

 

  

 

 
12 Vellturo Declaration Exhibit 1, at slide 2. 
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26. Based upon my analysis, the potential impact on Novartis claimed in the Vellturo 

Declaration is not irreparable and Novartis can be compensated by monetary damages, if 

appropriate.   

  

  

 

   

 

   

 

 

 

 

 
13 Vellturo Declaration, par. 30. 
14 Vellturo Declaration, par. 20. 
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30. Furthermore, the Vellturo Declaration fails to address that various products have 

faced generic competition and have recovered subsequent to the generic products ceasing further 

sales.  These brand products faced generic competition and more than recovered from any 

temporary lost sales.  Therefore, if the generic fingolimod products cease further sales, evidence 

based on actual experience involving other prescription pharmaceutical products suggests that 

Novartis would be able to recover sales to previous levels. 

31. Plavix® (clopidogrel bisulfate) is an example of a product that experienced generic 

competition and then was able to significantly recover market share once Apotex ceased further 

sales of the generic products. 

32. Plavix® was marketed in the U.S. by Bristol-Myers Squibb Company (“BMS”).  

Apotex launched a generic version of Plavix® in 2006.15  Although Apotex was only on the market 

for three weeks, I understand that Apotex sold approximately six months of supply during this 

limited time frame.16  Indeed, according to a BMS public filing, the launch by Apotex of a generic 

version  of Plavix® in 2006 had a negative effect on 2006 and 2007 sales and earnings.17  Apotex 

 
15 “Apotex Launches At-Risk Generic Plavix,” Law360, dated August 8, 2006, (Original Hofmann Declaration – D. 
Ct. Dkt. 471, Exhibit 66) (available at https://www.law360.com/articles/8328/apotex-launches-at-risk-generic-plavix, 
accessed October 3, 2022). 
16  See Wendy K. Bodine, “Generic Plavix Hits the Shelves, Temporarily?” Pharmacy Times (September 2006) 
(Original Hofmann Declaration – D. Ct. Dkt. 471, Exhibit 67) (available at 
https://www.pharmacytimes.com/view/2006-09-5846, accessed October 3, 2022). 
17 Bristol-Myers Squibb Company Form 10-K for the year ended December 31, 2007, pg. 3, see 
https://www.sec.gov/Archives/edgar/data/14272/000119312508035566/d10k.htm, accessed October 3, 2022. 

https://www.law360.com/articles/8328/apotex-launches-at-risk-generic-plavix
https://www.pharmacytimes.com/view/2006-09-5846
https://www.sec.gov/Archives/edgar/data/14272/000119312508035566/d10k.htm
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was later enjoined from further sales of generic clopidogrel bisulfate.18  When Apotex ceased sales 

of its generic product, Plavix® was able to recover to pre-generic sales levels (and even further 

increase sales).  The graph below shows how BMS recovered (and surpassed) the historic pre-

generic net sales of Plavix®:19      

 

33. Plavix® is an example of a brand product that experienced generic competition and 

the brand market was able to recover to historic pre-generic net sales levels.20  This provides 

 
18 “Sanofi, Sun Settlement Ends Plavix Patent Case,” Law360, dated December 22, 2011, (Original Hofmann 
Declaration – D. Ct. Dkt. 471, Exhibit 69) (available at https://www.law360.com/articles/295745/sanofi-sun-
settlement-ends-plavix-patent-case-, accessed October 3, 2022). 
19 Bristol-Myers Squibb Company Form 10-K for the year ended December 31, 2004, pg. 45, see 
https://www.sec.gov/Archives/edgar/data/14272/000119312505041808/d10k.htm, accessed October 3, 2022; Bristol-
Myers Squibb Company Form 10-K for the year ended December 31, 2007, pgs. 52-53, see 
https://www.sec.gov/Archives/edgar/data/14272/000119312508035566/d10k.htm, accessed October 3, 2022; and 
Bristol-Myers Squibb Company Form 10-K for the year ended December 31, 2009, pg. 44 (Original Hofmann 
Declaration – D. Ct. Dkt. 471, Exhibit 70). 
20 In addition to Plavix®, I understand that there are several other examples of branded products that were able to 
recover to pre-generic sales levels following the launch and subsequent cessation of sales of a generic equivalent to 
the brand product.  These examples include Tarka®, Pulmicort Respules®, Ortho Tri-Cyclen Lo®, and Eloxatin® (an 
injection).  See, Blackburn and Jorgenson, “Economics in Life Sciences:  Does Temporary Generic Competition 
Have a Lasting Impact on Branded Drug Sales?” NERA Economic Consulting (March 18, 2021) (Exhibit 2). 
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https://www.law360.com/articles/295745/sanofi-sun-settlement-ends-plavix-patent-case-
https://www.sec.gov/Archives/edgar/data/14272/000119312505041808/d10k.htm
https://www.sec.gov/Archives/edgar/data/14272/000119312508035566/d10k.htm
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support that brand products can experience generic competition, the generic products can cease 

further sales, and the brand market can recover.   

  

 

 

 

  

 

 

 

      

3. Would be the 
Result of Novartis’s Business Decisions 

  

   

 

 

 

 

 

 
21 Vellturo Declaration, pars. 44-45 and 48. 
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  The Vellturo Declaration claims a ruling by the Supreme Court would likely 

not issue until mid-2023.23  However,  

 

   

  

  

 

   

 

 

 

 

     

37.  

 

   

 

 
22 Vellturo Declaration, par. 46. 
23 Vellturo Declaration, par. 29.  
24 Vellturo Declaration, par. 41. 
25 Vellturo Declaration, par. 18. 
26 Trenchard Declaration, Exhibit 140 – D. Ct. Dkt. 367-2, slides 18, 25, and 45. 
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38.  

 

 
27 Trenchard Declaration, Exhibit 140 – D. Ct. Dkt. 367-2, slide 9. 
28 Trenchard Declaration, Exhibit 140 – D. Ct. Dkt. 367-2, slide 29 (emphasis added). 
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 The claimed irreparable harm in the Vellturo Declaration  

 is flawed 

and misleading.  Furthermore, to the extent that Novartis believes that it will be successful on 

appeal,  

 

 

 

 

   

4. The Claimed Harms in the Vellturo Declaration Related 
to Purported Loss of Goodwill and Relationships are 
Flawed and Unreliable 

40. The Vellturo Declaration fails to adequately support the claim that Novartis will 

suffer a loss of goodwill and relationships and simply speculates as to the purported loss of 

goodwill and relationships.29  Brand pharmaceutical products routinely face generic competition 

in the normal course of business and Novartis itself has lost patent protection on its leading 

products multiple times in the past, and yet continues to develop new products that obtain 

formulary coverage. 

 
29 Vellturo Declaration, pars. 49-52. 
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41. Novartis is a large multi-national company that has gone through changes in the 

past and specifically has lost patent protection on many leading products.  Indeed, Novartis AG’s 

annual Form 20-F filing states “[p]harmaceutical companies routinely face generic competition 

when their products lose patent or other intellectual property protection, and Novartis is no 

exception.”30  Furthermore, a  

 

  Specifically, Novartis lost patent protection on a prior leading product, 

Gleevec®/Glivec® in 2016 and stated in the 2017 Form 20-F annual filing “[o]ur results underscore 

the breadth and strength of our product portfolio and highlight our success at steering through the 

patent expiration of one of our biggest-selling drugs.”32  Novartis also stated: 

Novartis delivered solid results in 2016, countering much of the effects of the loss 
of US patent protection during the year for our pioneering leukemia drug, Gleevec.  
This underscores the strength of our pipeline and our ability in recent years to 
renew our product portfolio and control costs to manage through important patent 
expirations.33   

42. In 2017, after experiencing the impact of a full year of generic competition for 

Gleevec®, Novartis total global net sales to third parties increased from 2016.34  The loss of patent 

protection for Gleevec® does not appear to have harmed the goodwill and relationships at Novartis.  

 
30 Novartis AG Form 20-F for the year ended December 31, 2017 (Original Hofmann Declaration – D. Ct. Dkt. 471, 
Exhibit 88), pg. 152. 
31 NPCFINGO006576325-76 (Original Hofmann Declaration – D. Ct. Dkt. 459, Exhibit 89), at 35. 
32 Novartis AG Form 20-F for the year ended December 31, 2017 (Original Hofmann Declaration – D. Ct. Dkt. 471, 
Exhibit 88), pg. 108. 
33 Novartis AG Form 20-F for the year ended December 31, 2017 (Original Hofmann Declaration – D. Ct. Dkt. 471, 
Exhibit 88), pg. 122. 
34 Novartis AG Form 20-F for the year ended December 31, 2017 (Original Hofmann Declaration – D. Ct. Dkt. 471, 
Exhibit 88), pg. 110. 
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To claim that such harm will occur for Gilenya® (which Novartis has been informing the public of 

the potential loss of exclusivity for years) is flawed and unsupported.   

 The Vellturo Declaration claims that purported harm to Novartis’s goodwill and 

relationships is irreparable because Novartis will need to first decrease and then raise prices for 

Gilenya® if generic fingolimod products cease further sales.35   

  

  

  

 

 

 

 

    

 The Vellturo Declaration further speculates that  

 

   

  

  

 

 
35 Vellturo Declaration, par. 51. 
36 Vellturo Declaration, par. 50. 
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B. Novartis Has Been Preparing for the LOE of Gilenya® 

45. Novartis has been aware of the risk of potential generic competition for Gilenya® 

for years.   

  

 

    

 

 

  

  

 
37 Vellturo Declaration, par. 46 and Vellturo Declaration Exhibit 1, at slide 2. 
38 NPCFINGO006576506-41 (Original Hofmann Declaration – D. Ct. Dkt. 459, Exhibit 61), at 07; 
NPCFINGO006576325-76 (Original Hofmann Declaration – D. Ct. Dkt. 459, Exhibit 89), at 25 and 28. 
39 Trenchard Declaration, Exhibit 130 – D. Ct. Dkt. 366-3, slide 2; Novartis Fourth Quarter 2018 Earnings Call 
Slides (Original Hofmann Declaration – D. Ct. Dkt. 471, Exhibit 58), slide 19, see 
https://seekingalpha.com/article/4236603-novartis-ag-2018-q4-results-earnings-call-slides?part=single, accessed 
October 3, 2022; Novartis AG Form 20-F for the fiscal year ended December 31, 2018 (Original Hofmann 
Declaration – D. Ct. Dkt. 471, Exhibit 65), pg. 106. 
40 NPCFINGO006574920-81 (Original Hofmann Declaration – D. Ct. Dkt. 459, Exhibit 93), at 56. 

https://seekingalpha.com/article/4236603-novartis-ag-2018-q4-results-earnings-call-slides?part=single
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Indeed, Novartis provided margin guidance on its fourth quarter 2019 earnings call and stated that 

it “would expect to achieve these margins independent of when potential Gilenya LOE occurs.”41 

46.    

  

 

  Furthermore, Novartis has plans to  

     other Novartis 

products used for the treatment of relapsing forms of MS.44  Indeed, in the Novartis second quarter 

2022 earnings call transcript, Harry Kirsch, Novartis Chief Financial Officer, stated that “[i]t is 

worth noting that U.S. Gilenya sales have been steadily declining due to competitive pressures 

and, of course, our key focus [ph] being on Kesimpta.”45  Additionally, when answering a question 

related to the status of the Gilenya® litigation and entry of generic fingolimod on the sales of 

Gilenya® and impact to Novartis, Vasant Narasimhan, Novartis Chief Executive Officer, stated 

that “from a midterm growth standpoint, this is not having a significant bearing.”46   

 
41 Novartis Fourth Quarter 2019 Earnings Call Transcript, pg. 7, see https://seekingalpha.com/article/4319978-
novartis-ag-nvs-ceo-vasant-narasimhan-on-q4-2019-results-earnings-call-transcript, accessed October 3, 2022 
(Exhibit 3). 
42 Vellturo Declaration Exhibit 1, at slide 2.  
43 Vellturo Declaration Exhibit 1, at slides 20 and 39.  
44 Kesimpta® FDA Label, at https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf, accessed October 
1, 2022 and Mayzent® FDA Label, at https://www.novartis.com/us-en/sites/novartis_us/files/mayzent.pdf, accessed 
October 1, 2022. 
45 Novartis Second Quarter 2022 Earnings Call Transcript, pg. 11, see https://seekingalpha.com/article/4524269-
novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript, accessed October 3, 2022 
(Exhibit 4). 
46 Novartis Second Quarter 2022 Earnings Call Transcript, pg. 37, see https://seekingalpha.com/article/4524269-
novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript, accessed October 3, 2022 
(Exhibit 4). 

https://seekingalpha.com/article/4319978-novartis-ag-nvs-ceo-vasant-narasimhan-on-q4-2019-results-earnings-call-transcript
https://seekingalpha.com/article/4319978-novartis-ag-nvs-ceo-vasant-narasimhan-on-q4-2019-results-earnings-call-transcript
https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf
https://www.novartis.com/us-en/sites/novartis_us/files/mayzent.pdf
https://seekingalpha.com/article/4524269-novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript
https://seekingalpha.com/article/4524269-novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript
https://seekingalpha.com/article/4524269-novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript
https://seekingalpha.com/article/4524269-novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript
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47. Gilenya® is part of the Novartis Innovative Medicines operating division.47  Listed 

below are the 2017, 2018, 2019, 2020, and 2021 global net sales for Novartis compared to the U.S. 

net sales of Gilenya® and the global net sales for the Innovative Medicines segment compared to 

the U.S. net sales of Gilenya®:48  

Gilenya® U.S. Net 
Sales

(in millions)

Novartis Global Net 
Sales

(in millions)

Gilenya® Percent of 
Novartis Global Net 

Sales

2017 1,709$                        49,109$                      3.5%
2018 1,765$                        51,900$                      3.4%
2019 1,736$                        47,498$                      3.7%
2020 1,562$                        48,659$                      3.2%
2021 1,427$                        51,626$                      2.8%

 

Gilenya® U.S. Net 
Sales

(in millions)

Innovative Medicines 
Net Sales

(in millions)

Gilenya® Percent of 
Innovative Medicines 

Net Sales

2017 1,709$                        32,278$                      5.3%
2018 1,765$                        34,892$                      5.1%
2019 1,736$                        37,714$                      4.6%
2020 1,562$                        39,013$                      4.0%
2021 1,427$                        41,995$                      3.4%

 

 
47 Novartis AG 2021 Annual Report, pg. 57, see https://www.novartis.com/sites/novartis_com/files/novartis-annual-
report-2021.pdf, accessed October 3, 2022. 
48 Novartis AG Form 20-F for the fiscal year ended December 31, 2018 (Original Hofmann Declaration – D. Ct. 
Dkt. 471, Exhibit 65), pgs. 81-83, and 93 and Novartis AG 2021 Annual Report, pgs. F-1, F-25, F-26, and F-27, see 
https://www.novartis.com/sites/novartis_com/files/novartis-annual-report-2021.pdf, accessed October 3, 2022. 

https://www.novartis.com/sites/novartis_com/files/novartis-annual-report-2021.pdf
https://www.novartis.com/sites/novartis_com/files/novartis-annual-report-2021.pdf
https://www.novartis.com/sites/novartis_com/files/novartis-annual-report-2021.pdf


                                                 
  

 

 
28 

 

As shown above, Gilenya® U.S. net sales accounted for a small single digit percentage of global 

Novartis net sales and also a small single digit percentage of global Novartis Innovative Medicines 

net sales.  Furthermore, since 2018, Novartis’s net sales for Gilenya® have been declining annually, 

as confirmed recently in Novartis’s second quarter 2022 earnings call transcript, due to 

competition, including from Novartis’s own drugs, Kesimpta® and Mayzent®.49   

C. Potential Damages Are Quantifiable  

48. In any event, if the mandate issues and there are subsequent launches of generic 

fingolimod by HEC (and/or other potential generic manufacturers), the potential harm to Novartis 

due to HEC’s launch is quantifiable.  The Vellturo Declaration claims that such claimed irreparable 

harm will be difficult to quantify.50  I disagree.  Furthermore, although the Vellturo Declaration 

claims it may be “difficult,” this demonstrates that damages are still able to be quantified.  If the 

’405 Patent is ultimately determined to be valid, the amount of potential damages to Novartis 

would be determined by analyzing the market dynamics and actual market results.  The 

pharmaceutical market (brand and generic) has been analyzed numerous times by developing 

financial models and then using such financial models for the calculation of potential damages.  

The purported challenges claimed in the Vellturo Declaration are issues routinely addressed by 

financial and economic experts when quantifying damages.  These calculations of damages have 

been accepted by courts for years.  Once generic pharmaceutical companies launch, and pricing, 

market share, units, and sales are identified (as well as other relevant information), damages will 

 
49 Novartis Second Quarter 2022 Earnings Call Transcript, pg. 11, see https://seekingalpha.com/article/4524269-
novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript, accessed October 3, 2022 
(Exhibit 4). 
50 Vellturo Declaration, pars. 40, 45, and 51. 

https://seekingalpha.com/article/4524269-novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript
https://seekingalpha.com/article/4524269-novartis-ag-nvs-ceo-vas-narasimhan-on-q2-2022-results-earnings-call-transcript
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be quantifiable,  

 

   

49. While there may be some uncertainty as to the exact actions that will be taken by 

various parties, the impact on the market, and the related financial impact, the passage of time will 

allow damages to be quantified and assessed with a reasonable degree of certainty once the number 

of generics that launch and other changes in the market are known.  Indeed, financial and economic 

experts (including Dr. Vellturo and myself) are regularly called upon to perform such analysis and 

testify as to their opinions on such issues.51  Therefore, the claimed harms in the Vellturo 

Declaration are quantifiable and are not irreparable. 

50.  

 

  The Vellturo Declaration 

claims that a ruling by the Supreme Court would likely not issue until mid-2023 (assuming the 

Supreme Court first grants certiorari).52  In contrast, HEC’s Supreme Court counsel have informed 

me that they believe a ruling by the Supreme Court would more likely issue in late-2023 or 2024 

(again, assuming the Supreme Court first grants certiorari).  Whatever the case may be,  

 

 

 
51 Vellturo Deposition 2018 (Original Hofmann Declaration – D. Ct. Dkt. 459, Exhibit 59), pg. 13:10-19. 
52 Vellturo Declaration, par. 29.  
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  The Vellturo Declaration fails to appropriately address this 

limited period where damages would be quantifiable (assuming Novartis is successful on appeal 

to the Supreme Court).  

VIII. THE BALANCE OF EQUITIES WEIGHS IN FAVOR OF HEC 

 From an economic perspective, the balance of equities weighs in favor of HEC 

regarding the issuance of the mandate and subsequent potential launches of generic fingolimod 

products by HEC and/or other generic manufacturers.  The Vellturo Declaration overstates and 

mischaracterizes the potential harms to Novartis from generic competition for Gilenya®.  The 

launch of generic fingolimod products may reduce Novartis’s net sales and profits for a period of 

time.   

 

 

  

 

 

52. If HEC and/or other generic manufacturers launch generic fingolimod products, 

and it is later determined that the mandate should not have issued and HEC and/or other generic 

manufacturers should not have launched generic fingolimod products because the ’405 Patent is 

valid and infringed, Novartis can be compensated with monetary damages, as applicable.     

 
53 Vellturo Declaration Exhibits 1 and 2. 
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53. Furthermore, Novartis has already enjoyed patent protection and exclusivities on 

Gilenya® for over a decade.  Indeed, Gilenya® launched in 2010, and through 2021 Novartis 

generated more than $14 billion in U.S. net sales for Gilenya®.  The historical U.S. net sales of 

Gilenya® from 2010 through 2021 are shown below:54 

2010 12.8$                         
2011 382.9                         
2012 727.4                         
2013 1,022.9                      
2014 1,190.0                      
2015 1,496.8                      
2016 1,682.8                      
2017 1,709.1                      
2018 1,765.0                      
2019 1,736.0                      
2020 1,562.0                      
2021 1,427.0                      

Total Through 2021 14,714.7$                  

Gilenya® U.S. Net Sales
(in millions)

 

54. If the mandate does not issue and HEC is enjoined from launching its generic 

fingolimod product and is later permitted to launch, HEC would be deprived of earnings sales and 

profits on generic fingolimod products during the period of time HEC is held off the market.  HEC 

may be able to recover lost sales and profits from Novartis if HEC is improperly enjoined 

(assuming that a sufficient bond is posted by Novartis).  However, since Gilenya® is priced higher 

 
54 Trenchard Declaration, Exhibit 138 – D. Ct. Dkt. 367-1 and Novartis AG 2021 Annual Report, pgs. F-25, F-26, 
and F-27, see https://www.novartis.com/sites/novartis_com/files/novartis-annual-report-2021.pdf, accessed October 
3, 2022. 

https://www.novartis.com/sites/novartis_com/files/novartis-annual-report-2021.pdf
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than what HEC is likely to price its generic fingolimod product, Novartis will likely earn profits 

greater than it would be required to pay in damages to HEC.  This would result in Novartis 

receiving a windfall from the sales of Gilenya® while HEC  

 Novartis would be able to retain excess profits even though such sales 

should not have occurred because generic fingolimod products should have been allowed to 

launch). 

55. Furthermore, in my experience, the order of generic entry can have a material 

impact on a generic company’s sales and market share.  Delaying HEC’s launch could impact the 

order of entry for generic fingolimod products, and/or limit the period of time HEC is on the market 

before additional potential generic competition.  As a general economic issue, later entrants can 

sometimes face challenges relative to earlier entrants with respect to establishing market share and 

customers.  If the mandate does not issue and HEC is unable to launch, HEC will presumably be 

forced to argue what its pricing would have been and what market share it would have obtained 

compared to other generic manufacturers in order to recover from a potential bond.  Furthermore, 

an injunction would provide time for additional generic competitors to gain FDA approval and be 

prepared for launch after the injunction is lifted, compared to if the mandate issues and the 

injunction is not granted.  This could impact the order of entry and significantly affect the market 

share gained by HEC. 
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IX. THE PUBLIC INTEREST FACTOR WEIGHS IN FAVOR OF ALLOWING THE 
MANDATE TO ISSUE AND GENERIC FINGOLIMOD TO LAUNCH 

56. Based upon my analysis, from an economic perspective, the public interest factor 

also weighs in favor of allowing the mandate to issue and generic fingolimod to launch.  Generic 

products provide a lower cost alternative to brand products for patients and the general public.  

Third-party payors, Medicare, and Medicaid represent the vast majority of annual payments for 

prescription drugs.55  The savings from generic (and biosimilar) products is substantial to the 

public.  For example, total cost savings for 2020 were approximately $338 billion as a result of the 

use of generic (and biosimilar) versions of higher priced branded products (total cost savings over 

the past 10 years (2011-2020) are estimated to be approximately $2.4 trillion).56  As previously 

discussed, Novartis will have experienced more than a decade of exclusivity and has generated 

more than $14 billion in net sales related to Gilenya® as of the end of 2021.   

57. If the mandate does not issue and the injunction is not lifted, preventing the launch 

of generic fingolimod products, the cost savings to patients, payors, and the general public (if a 

generic fingolimod product were available) will be lost forever (and rather realized as additional 

windfall profits for Novartis). 

58. Based upon the above, from an economic perspective, the public interest factor 

weighs in favor of allowing the mandate to issue.  

 
55 United States Government Accountability Office, “Drug Pricing: Research on Savings from Generic Drug Use,” 
(January 31, 2012) (Original Hofmann Declaration – D. Ct. Dkt. 471, Exhibit 100) (available at 
https://www.gao.gov/assets/gao-12-371r.pdf, accessed October 3, 2022), pgs. 5-6. 
56 Association for Accessible Medicines – 2021 U.S. Generic and Biosimilar Medicines Savings Report, pgs. 6-8 
(available at https://accessiblemeds.org/sites/default/files/2021-10/AAM-2021-US-Generic-Biosimilar-Medicines-
Savings-Report-web.pdf, accessed October 3, 2022). 

https://www.gao.gov/assets/gao-12-371r.pdf
https://accessiblemeds.org/sites/default/files/2021-10/AAM-2021-US-Generic-Biosimilar-Medicines-Savings-Report-web.pdf
https://accessiblemeds.org/sites/default/files/2021-10/AAM-2021-US-Generic-Biosimilar-Medicines-Savings-Report-web.pdf
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* * * * * * * * * 

 

 

I declare under penalty of perjury that the foregoing is true and correct to the best of my  
 
knowledge, information and belief. 

 
 
 
 

Dated: October 4, 2022                  
        Ivan T. Hofmann 
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Amgen Inc. v. Sandoz Inc., et al.  United States District Court for the District of New Jersey, 2021 
(Deposition) 

Amgen Inc. v. Amneal Pharmaceuticals LLC, et al. and Slate Run Pharmaceuticals, LLC v. Amgen 
Inc. United States District Court for the District of Delaware, 2021 (Deposition) 

Martin R. Prince, M.D., Ph.D. v. General Electric Company  JAMS Arbitration, 2021 (Hearing) 

Allergan Sales, LLC and Allergan, Inc. v. Sandoz, Inc. and Alcon Laboratories, Inc.  United States 
District Court for the District of New Jersey, 2021 (Deposition)  

Silvergate Pharmaceuticals, Inc. v. Amneal Pharmaceuticals LLC  United States District Court for 
the District of Delaware, 2021 (Trial) 

Martin R. Prince, M.D., Ph.D. v. General Electric Company  JAMS Arbitration, 2021 (Deposition) 

Genzyme Corp. and The Regents of the University of Michigan v. Apotex Inc. and Apotex Corp., et 
al.  United States District Court for the District of Delaware, 2020 (Deposition) 

Silvergate Pharmaceuticals, Inc. v. Amneal Pharmaceuticals LLC  United States District Court for 
the District of Delaware, 2020 (Deposition) 

Philips North America LLC, Philips Medical Systems Nederland B.V., Philips India Ltd., Philips 
Medical Systems (Cleveland), Inc., Philips Medical System Technologies Ltd., and Koninklijke 
Philips N.V. v. 626 Holdings, Inc. and Alexander Kalish  United States District Court for the 
District of Florida, 2020 (Deposition) 

Janssen Pharmaceuticals, Inc. and Janssen Pharmaceutica NV v. Teva Pharmaceuticals USA, Inc.  
United States District Court for the District of New Jersey, 2020 (Trial) 

Cytonome/ST, LLC v. NanoCellect Biomedical, Inc.  United States District Court for the District of 
Delaware, 2020 (Deposition) 

UCB, Inc., UCB Pharma GmbH, and LTS Lohmann Therapie-Systeme AG v. Actavis Laboratories 
UT, Inc.  United States District Court for the District of Delaware, 2020 (Trial) 
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H. Lundbeck A/S, Takeda Pharmaceutical Company LTD., Takeda Pharmaceuticals U.S.A., Inc., 
Takeda Pharmaceuticals International AG, and Takeda Pharmaceuticals America, Inc. v. Apotex 
Inc., et al.  United States District Court for the District of Delaware, 2020 (Deposition) 

AstraZeneca AB and AstraZeneca Pharmaceuticals LP v. Mylan Pharmaceuticals Inc. and 3M 
Company  United States District Court for the Northern District of West Virginia, 2020 
(Deposition) 

Pharmacyclics LLC and Janssen Biotech, Inc. v. Fresenius Kabi USA, LLC, et al.  United States 
District Court for the District of Delaware, 2020 (Deposition) 

UCB, Inc., UCB Pharma GmbH, and LTS Lohmann Therapie-Systeme AG v. Actavis Laboratories 
UT, Inc.  United States District Court for the District of Delaware, 2020 (Deposition) 

Actelion Pharmaceuticals Ltd. v. Zydus Pharmaceuticals (USA) Inc., et al.  United States District 
Court for the District of New Jersey, 2020 (Deposition) 

Club Champion LLC v. True Spec Golf LLC  United States Patent Trial and Appeal Board, 2020 
(Declaration, Deposition) 

Amgen Inc. v. Alexion Pharmaceuticals, Inc.  United States Patent Trial and Appeal Board, 2020 
(Declarations, Deposition) 

Pfizer Inc., PF Prism C.V., C.P. Pharmaceuticals International C.V., PBG Puerto Rico LLC, and PF 
Prism IMB B.V. v. Zydus Pharmaceuticals (USA) Inc. and Cadila Healthcare Ltd.  United States 
District Court for the District of Delaware, 2020 (Deposition) 

Amarin Pharma, Inc. and Amarin Pharmaceuticals Ireland Limited v. Hikma Pharmaceuticals USA 
Inc., Hikma Pharmaceuticals International Limited, D aboratories, Inc., and D
Laboratories, Ltd.  United States District Court for the District of Nevada, 2020 (Trial) 

Autoliv ASP, Inc. v. Hyundai Mobis Co. Ltd. and Mobis Alabama L.L.C.  United States District 
Court for the Middle District of Alabama, 2019 (Deposition) 

Biogen International GmbH and Biogen MA Inc. v. Sandoz Inc., Prinston Pharmaceutical Inc., MSN 
Laboratories Private Limited and MSN Pharmaceuticals Inc., Zydus Pharmaceuticals (USA) Inc., 
Hetero USA Inc., Hetero Labs Limited Unit-III, and Hetero Labs Limited, and Shilpa Medicare 
Limited  United States District Court for the District of Delaware, 2019 (Trial) 

Janssen Pharmaceuticals, Inc. and Janssen Pharmaceutica NV v. Teva Pharmaceuticals USA, Inc.  
United States District Court for the District of New Jersey, 2019 (Deposition) 
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Adapt Pharma Operations Limited, Adapt Pharma Inc., Adapt Pharma Limited, and Opiant 
Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc. and Teva Pharmaceutical Industries Ltd.  
United States District Court for the District of New Jersey, 2019 (Trial) 

Biogen International GmbH and Biogen MA Inc. v. Sandoz Inc., Prinston Pharmaceutical Inc., MSN 
Laboratories Private Limited and MSN Pharmaceuticals Inc., Zydus Pharmaceuticals (USA) Inc., 
Sawai USA, Inc. and Sawai Pharmaceutical Co., Ltd., Aurobindo Pharma U.S.A., Inc. and 
Aurobindo Pharma USA LLC, Hetero USA Inc., Hetero Labs Limited Unit-III, and Hetero Labs 
Limited, and Shilpa Medicare Limited  United States District Court for the District of Delaware, 
2019 (Deposition) 

Biogen International GmbH and Biogen MA Inc. v. Mylan Pharmaceuticals, Inc.  United States 
District Court for the District of West Virginia, 2019 (Deposition) 

Adapt Pharma Operations Limited, Adapt Pharma Inc., Adapt Pharma Limited, and Opiant 
Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc. and Teva Pharmaceutical Industries Ltd.  
United States District Court for the District of New Jersey, 2019 (Deposition) 

Amarin Pharma, Inc. and Amarin Pharmaceuticals Ireland Limited v. Hikma Pharmaceuticals USA 
Inc., Hikma Pharmaceuticals International Limited, Dr. Redd  Laboratories, Inc., and Dr. Reddy
Laboratories, Ltd.  United States District Court for the District of Nevada, 2019 (Deposition) 

Galderma Laboratories, L.P. Galderma, S.A., and Nestlé Skin Health S.A. v. Teva Pharmaceuticals 
USA, Inc.  United States District Court for the District of Delaware, 2019 (Trial) 

Astellas Pharma Inc., Astellas Ireland Co., Ltd., and Astellas Pharma Global Development, Inc. v. 
Actavis Elizabeth LLC, Actavis LLC, and Actavis Inc., et al.  United States District Court for the 
District of Delaware, 2019 (Deposition) 

Novartis Pharmaceuticals Corporation v. Accord Healthcare Inc., et al.  United States District Court 
for the District of Delaware, 2019 (Declaration, Deposition) 

True Spec Golf LLC and Club-Conex LLC v. Club Champion LLC  United States District Court 
for the Southern District of New York, 2019 (Declaration, Deposition) 

Galderma Laboratories, L.P. Galderma, S.A., and Nestlé Skin Health S.A. v. Teva Pharmaceuticals 
USA, Inc.  United States District Court for the District of Delaware, 2019 (Deposition) 

Astellas Pharma Inc., Astellas US LLC, Astellas Pharma US, Inc., Medivation LLC., Medivation 
Prostate Therapeutics LLC, and The Regents of The University of California v. Zydus 
Pharmaceuticals (USA) Inc. and Cadila Healthcare Ltd.  United States District Court for the 
District of Delaware, 2019 (Deposition) 
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Valeant Pharmaceuticals International, Inc., Salix Pharmaceuticals, Inc., Progenics Pharmaceuticals, 
Inc., and Wyeth LLC v. Actavis Laboratories FL, Inc.  United States District Court for the District 
of New Jersey, 2019 (Deposition) 

Figuli Venture Holdings LLC and David J. Figuli v. Arist Education System LLC and Bertelsmann, 
Inc. JAMS Arbitration, 2019 (Hearing)  

Galderma Laboratories, L.P., Nestlé Skin Health S.A., and TCD Royalty Sub LLC v. Sun 
Pharmaceutical Industries Limited and Sun Pharmaceutical Industries, Inc.  United States District 
Court for the District of Delaware, 2018 (Trial) 

Indivior Inc., Indivior UK Limited, and Aquestive Therapeutics, Inc. v. Dr. R ories 
S.A. and Dr. Red s Laboratories, Inc.  United States District Court for the District of New Jersey, 
2018 (Declaration) 

BTG International Limited, Janssen Biotech, Inc., Janssen Oncology, Inc., Janssen Research & 
Development, LLC v. Amneal Pharmaceuticals LLC, Amneal Pharmaceuticals of New York, LLC,  
Dr. Red Laboratories, Inc., Dr. Redd , Mylan Pharmaceuticals Inc., Mylan, 
Inc., Teva Pharmaceuticals USA, Inc., West-Ward Pharmaceuticals Corp., Hikma Pharmaceuticals, 
LLC, Wockhardt Bio AG, Wockhardt USA LLC, Wockhardt Ltd. and Amerigen Pharmaceuticals, 
Inc, Amerigen Pharmaceuticals Ltd.  United States Court of Appeal for the Federal Circuit, 2018 
(Declaration) 

Galderma Laboratories, L.P., Nestlé Skin Health S.A., and TCD Royalty Sub LLC v. Sun 
Pharmaceutical Industries Limited and Sun Pharmaceutical Industries, Inc.  United States District 
Court for the District of Delaware, 2018 (Deposition) 

Morphosys AG v. Janssen Biotech, Inc., Genmab US, Inc. and Genmab A/S  United States District 
Court for the District of Delaware, 2018 (Deposition) 

Genentech, Inc., Biogen, Inc. Hoffmann-La Roche, Inc. and City of Hope v. Celltrion, Inc., Celltrion 
Healthcare, Co., Ltd., Teva Pharmaceuticals USA, Inc. and Teva Pharmaceuticals International 
GmbH  United States District Court for the District of New Jersey, 2018 (Declaration, Deposition) 

Alcon Research Ltd. v. Watson Laboratories, Inc.  United States District Court for the District of 
Delaware, 2018 (Deposition) 
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BTG International Limited, Janssen Biotech, Inc., Janssen Oncology, Inc., Janssen Research & 
Development, LLC v. Amneal Pharmaceuticals LLC, Amneal Pharmaceuticals of New York, LLC, 
Apotex Corp., Apotex Inc., Citron Pharma LLC, Dr. s Laboratories, Inc., Dr
Laboratories, Ltd., Mylan Pharmaceuticals Inc., Mylan, Inc., Par Pharmaceutical, Inc., Par 
Pharmaceutical Companies, Inc., Sun Pharmaceuticals Industries, Ltd., Sun Pharmaceuticals 
Industries, Inc., Teva Pharmaceuticals USA, Inc., West-Ward Pharmaceuticals Corp., Hikma 
Pharmaceuticals, LLC, Wockhardt Bio AG, Wockhardt USA LLC, and Wockhardt Ltd.  United 
States District Court for the District of New Jersey, 2018 (Trial) 

Indivior Inc., Indivior UK Limited, and Aquestive Therapeutics, Inc. v. Dr. R oratories 
S.A. and Dr. Reddy boratories, Inc.  United States District Court for the District of New Jersey, 
2018 (Declaration) 

Hospira, Inc. v. Fresenius Kabi USA, LLC  United States District Court for the Northern District of 
Illinois (Eastern Division), 2018 (Deposition)  

Ameranth, Inc. v. Pizza Hut, Inc., Pizza Hut of America, Inc. and QuikOrder, Inc.  United States 
District Court for the District of Southern California, 2018 (Deposition) 

ApoPharma Inc., ApoPharma USA, Inc., and Apotex Technologies Inc. v. Taro Pharmaceutical 
Industries Ltd. and Taro Pharmaceuticals, U.S.A., Inc.  United States District Court for the Eastern 
District of Texas, 2018 (Deposition) 

Purdue Pharma L.P., Purdue Pharmaceuticals L.P., The P.F. Laboratories, Inc. and Grünenthal 
GmbH v. Alvogen Pine Brook LLC  United States District Court for the District of Delaware, 2018 
(Deposition) 

Bayer Intellectual Property GmbH, Bayer Pharma AG, and Janssen Pharmaceuticals, Inc. v. 
Aurobindo Pharma Limited, Aurobindo Pharma USA, Inc., Breckenridge Pharmaceutical, Inc., 
Invagen Pharmaceuticals, Inc., Micro Labs Ltd., Micro Labs USA Inc., Mylan Pharmaceuticals, Inc., 
Prinston Pharmaceutical Inc., Sigmapharm Laboratories, LLC, Torrent Pharmaceuticals, Limited and 
Torrent Pharma Inc.  United States District Court for the District of Delaware, 2018 (Trial) 

Alnylam Pharmaceuticals, Inc. v. Dicerna Pharmaceuticals, Inc.  Superior Court Department, 
Commonwealth of Massachusetts, 2018 (Deposition) 

Shire Orphan Therapies LLC and Sanofi-Aventis Deutschland GmbH v. Fresenius Kabi USA, LLC 
United States District Court for the District of Delaware, 2018 (Trial) 
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