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Abstract 

Utilizing an Ethos as a Location and Rhetorical Ecology framework, this thesis discusses 

the ecology of the public discourse of the U.S. biosimilar market, specifically how certain 

aspects of the U.S. biosimilar environment contribute to various stakeholders’ 

understanding of biosimilars. Through an analysis of historical events involving generic 

drugs, traditional legal tactics intended to delay market entry of generic drugs and 

biosimilars, regulatory policies and the role of biosimilars within the drug pricing policy 

discourse in Washington DC, we can better understand how biosimilar education and 

uptake is managed by the current discourse. 
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Introduction of Biosimilars and Rhetorical Theory 

 The United States has major economic and healthcare expense inequities.1 

Pharmaceutical prices tend to dominate discussions over medical care inequities. In the 

2016 and 2020 United States Presidential campaign races, pharmaceutical pricing was a 

major subject of debate. Donald Trump cited this issue, stating, “Prescription drug prices 

are out of control. The drug prices have gone through the roof.”2 In the 2020 Democratic 

primary, Bernie Sanders tweeted, “The greed of the pharmaceutical industry is a public 

health hazard to the American people.”3 Various methods of price control have been 

proposed as solutions, in the past, to curb he issue of rising drug prices. Notably, generic 

drugs were introduced to use market pressures to lower the prices of much needed 

pharmaceuticals. Likewise, biosimilars, complex molecule drugs that can compete 

against pharmaceutical biologics, have been incredibly effective at bringing down prices 

of very costly biologic drugs in European markets. The biosimilars market in the United 

States, however, has not had as much success. This thesis explores the role of rhetoric in 

shaping biosimilar market entry and uptake in the US market. Specifically, this project 

examines how discourses and narratives contribute to the public understanding of 

biosimilars as a viable treatment option and potential solution to expensive drugs.  

         Biosimilars encounter several barriers through the process from innovation to 

market. From patent application, to clinical trial submission, and through entry into the 

                                                
1 National Academies of Sciences, E., Division, H. and M., Practice, B. on P. H. and P. H., States, C. on C.-
B. S. to P. H. E. in the U., Baciu, A., Negussie, Y., Geller, A., & Weinstein, J. N. (2017). The State of 
Health Disparities in the United States. In Communities in Action: Pathways to Health Equity. National 
Academies Press (US). https://www.ncbi.nlm.nih.gov/books/NBK425844/ 
2  Tae Kim, “Biotech, Pharma Shares Drop After Trump Says ‘Drug Prices Are Out of Control,’ ” CNBC, 
Oct. 16, 2017. 
3 Bernie Sanders, Twitter post, Oct. 9, 2019. 
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market, corporate lobbying, regulations, and anticompetitive tactics function as barriers 

to biosimilar success. Many impediments to biosimilar success increase cost and diminish 

potential patient access. This process of regulation and policy formation cultivate 

narratives that frame discourses of safety, efficacy, and ultimately trust in biosimilars. 

This use of narratives to sow distrust is not without precedent.  

For example, pharmaceutical manufacturers utilize several strategies to breed 

mistrust in generic drugs. Though biosimilars and generic drugs are distinctly different 

from a development standpoint, biosimilars follow a similar script as generic drugs as 

monopoly-diluting, low-cost alternative pharmaceutical products. Pharmaceutical 

manufacturers have leveraged the history of propaganda against generics to apply 

negative connotations to biosimilars. While generics and biosimilars are compositionally 

different, stakeholder perceptions of the two pharmaceutical categories make them 

susceptible to similar credibility attacks. My thesis will explore key events, narratives and 

policies that shape the US biosimilar market reality and public perception, to effectively 

capture how biosimilars are represented and function within the American 

pharmaceutical discourse and the Washington drug pricing policy discourse.  

 

Discussion of Rhetorical Theory 

Mistrust and misunderstanding are core components to the current U.S. biosimilar 

climate. An exploration of the discourses that frame the regulatory and policy process of 

biosimilars moving to market are critical to understanding how pharmaceutical 

companies cultivate distrust in biosimilars. Questions of credibility and trust are 

fundamentally rhetorical issues, and an examination of discourses that frame biosimilars 
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as unsafe or inefficacious throughout to the regulatory process illuminates challenges that 

thwart the biosimilar uptake in the US market. There are numerous locations or sites, 

from research and development to regulation to patient-provider care, in which arguments 

about the credibility and trust of biosimilars unfold. For example, the uptake of a 

biosimilar relies on the interpersonal moment between doctor and patient, in which the 

patient must trust the doctor’s recommendation. And what informs that decision is 

informed by an amalgam of historical practices, marketing strategies, and trust in 

regulatory agencies, industrial practices, and scientific accuracy. 

The ethos of biosimilars, the perceived credibility that underpins decision making 

for patients or providers regarding biosimilar treatments, can be understood as an abstract 

quality of biosimilars. However, Reynolds argues that ethos is not an aspect of character 

or composition, but an abstract location where competing dialogue and ideas exist.4 In 

other words, credibility and trust are developed through competing discourses and 

debates; credibility is not an inherent feature, but status earned or awarded by affected 

stakeholders. Because biosimilars engage different healthcare stakeholders in numerous 

ways and in numerous locations, we need to explore how all these discourses engage 

each other to get a fuller picture of how biosimilars are uniquely perceived in different 

environments. The rhetorical theory term for these different stakeholder perspectives is 

‘site.’5 The different stakeholder discourses exist as a space for dialogue, and therefore, 

site characterizes the various spaces and locations where discourse occurs. These 

                                                
4 Reynolds, N. (1993). Ethos as Location: New Sites for Understanding Discursive Authority. Rhetoric 

Review, 11(2), 325–338. JSTOR. 
5 Ibid. 
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locations include policy deliberations and regulatory rule-making, in which stakeholders 

draw on various arguments and respond to various pressures from the other site.  

The biosimilar discourses across stakeholder sites offer numerous opportunities 

for rhetorical intervention. For example, there is the question of interchangeability, the 

concept of substituting a biosimilar for the originator biologic. However, the meaning of 

interchangeability across various sites of the biosimilar debate differ greatly between 

politicians, regulators, and scientists. “Interchangeability” is defined in the Federal Code 

as “biosimilar to the reference product”, “can be expected to produce the same clinical 

result as the reference product in any given patient” and demonstrates no greater risk in 

switching to the product that use without such alteration or switch.6 The debate over 

interchangeability is important rhetorically because interchangeability has been leveraged 

as a quality that proves or disproves a biosimilar’s safety and efficacy. These qualities of 

biosimilars established in connection to interchangeability are not enumerated in U.S. 

Food and Drug Administration regulations, but are realized by stakeholder 

misconceptions driven by narratives and implications of doubt of biosimilars. Discussion 

of interchangeability represents a topic that is differently understood in different 

stakeholder ‘sites.’ As a result, ‘interchangeability’ functions as polysemic7, meaning that 

the same word will possess different meanings based upon an individual’s perspective. 

Interchangeability has a distinct meaning in FDA Regulatory language, but the concept is 

understood differently by various stakeholders. Discussions of interchangeability are also 

                                                
6 Considerations in Demonstrating Interchangeability With a Reference Product Guidance for Industry. 

(2019). US Food and Drug Administration. 
7 Ceccarelli, L. (1998). Polysemy: Multiple Meanings in Rhetorical Criticism. Quarterly Journal of Speech, 
84(4), 395. https://doi.org/10.1080/00335639809384229 
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a polyphonic discourse8, where competing voices across different sites muddle and 

prevent a development of a collective understanding of how to define interchangeability. 

The various interpretations of interchangeability can be understood through Goodnight’s 

explanation of the technical and public spheres of argument.9  

An evaluation of effective communication of interchangeability across sites, 

between a physician and patient, for example, relies on an understanding of the technical 

and public comprehensions of both the physician and patient. Repurposing Michael 

Halloran’s explanation of professional ethos10 helps us better understand a professional 

site’s given interpretation of concepts such as interchangeability. Physicians, biosimilar 

development investors, patients, legislators, regulators and litigators all share a public 

discourse of biosimilars. However, Halloran’s professional ethos reveals that the nuances 

and particular differences in understanding of certain aspects of the current biosimilar 

reality are differently understood by each stakeholder. Professional ethos dictates that 

certain information, like biosimilarity, is particularly understood by specific stakeholders 

better than others. These stakeholders predisposed to correctly understand information 

regarding biosimilars in a way that reflects science and data have a role as educators in 

the greater public discourse. Consequently, these informed stakeholders also must 

confront their own predispositions towards biosimilars and must recognize the 

misunderstandings inherent to other stakeholder sites.  

                                                
8 Angermüller, J. (2011). From the many voices to the subject positions in anti-globalization discourse: 
Enunciative pragmatics and the polyphonic organization of subjectivity. Journal of Pragmatics, 43(12), 
2992–3000. https://doi.org/10.1016/j.pragma.2011.05.013 
9 Goodnight, T. (2012). The Personal, Technical, and Public Spheres of Argument: A Speculative Inquiry 
into the Art of Public Deliberation: Argumentation and Advocacy: Vol 48, No 4. Argumentation & 

Advocacy, 48(4). https://www.tandfonline.com/doi/abs/10.1080/00028533.2012.11821771 
10 Reynolds, N. (1993). Ethos as Location: New Sites for Understanding Discursive Authority. Rhetoric 

Review, 11(2), 325–338. JSTOR. 
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To better understand how these discourses move across and between various sites 

in the biosimilar debate, I have drawn upon the concept of rhetorical ecologies. Rooted in 

the metaphor of ecology that focuses on the relational dimensions of individual agents, 

rhetorical ecology provides a critical tool to comprehend and analyze discourses that 

circulate among specific sites of discourse and how stakeholder sites and professional 

ethos influence each other. Rhetorical ecology, according to Edbauer, is a model that 

represents the circulating effects, enactments and events that exist in different spaces of a 

public rhetoric in the form of an ecology.11 Building on Bitzer’s rhetorical situation, 

Edbauer states that Bitzerian models cannot account for the ‘viral spread’ of rhetoric 

within a wider ecology.12 In other words, rhetoric does not emerge from a single 

exigence, rather it is a feature best understood by the numerous influences and sites that 

shape such discourses.  

Applying the concept of rhetorical ecologies to interchangeability, polysemic13 

interpretations by different stakeholders can create misinformation and confusion. The 

dissemination from stakeholder to stakeholder can be understood in a conceptual 

ecological system, with each stakeholder site offering unique misconceptions and 

nuanced understandings on biosimilars. Narratives, undergirded by a site’s implicit 

understanding of biosimilars and interchangeability, function as vehicles that carry 

stakeholder understanding through an individual stakeholder site and to other 

stakeholders. However, the unique dispositions of each stakeholder mean that some 

                                                
11 Edbauer, J. (2005). Unframing models of public distribution: From rhetorical situation to rhetorical 
ecologies. Rhetoric Society Quarterly, 35(4), 5–24. https://doi.org/10.1080/02773940509391320 
12 Ibid. 
13 Ceccarelli, L. (1998). Polysemy: Multiple Meanings in Rhetorical Criticism. Quarterly Journal of 

Speech, 84(4), 395. https://doi.org/10.1080/00335639809384229 
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information understood by a message sender is lost, with the potential for the narrative to 

communicate a new conception of reality upon transmission. A rhetorical situation, like a 

physician facilitation of a biosimilar prescription or a legislative proposal, function as 

windows into the ecosystem, where parties can gain insight into how narrative 

transmission occurs. This reading of healthcare stakeholder discourse on biosimilars can 

effectively capture how different professional sites recognize, deliberate on and 

legitimize their perspectives on aspects of biosimilars. Before a full exploration of the 

rhetorical ecologies of biosimilars, I will confer relevant background information on 

American healthcare and the current biosimilar climate. 

 

Background Information on Biosimilars 

In the American healthcare system, the role of research and development of new 

drugs falls on pharmaceutical manufacturing corporations. These corporations specialize 

in taking the basic research developed by the National Institute of Health (NIH) and 

academic institutions and using new research data to bring drug solutions to market. In 

the 21st century, drugs have become more complex. For example, aspirin was 

commercialized on the eve of the 20th century. Aspirin contains 21 atoms. Large 

molecule drugs, such as human growth hormone, contain approximately 3,000.14 The 

most recent blockbuster drugs are monoclonal antibodies (mAb), which can contain 

around 100,000 atoms.15 With these complex molecule innovations, the U.S. Food and 

                                                
14 Small Molecules, Large Biologics and the Biosimilar Debate – AZBio. (n.d.). Retrieved February 23, 
2020, from https://www.azbio.org/small-molecules-large-biologics-and-the-biosimilar-debate 
 
15 Antibodies | Free Full-Text | Thinking outside the Laboratory: Analyses of Antibody Structure and 

Dynamics within Different Solvent Environments in Molecular Dynamics (MD) Simulations | HTML. (n.d.). 
Retrieved February 23, 2020, from https://www.mdpi.com/2073-4468/7/3/21/htm 
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Drug Administration (FDA), which has strict oversight of drug approval, has had to 

change its oversight methodologies for large molecule drugs, called biologics, over time 

as scientific understanding has developed.16 However, these biologics are inaccessible for 

many patients due to high prices. This remains an issue for some small molecule drugs as 

well.  

Patient access is a driving issue in American healthcare, as cost tends to dictate 

whether patients can effectively receive treatment.17 To make small molecule drugs more 

accessible to patients, legislation was passed to allow cheaper copies of the original small 

molecule drug to market. These cheaper copies are called generic drugs. In 1984, the U.S. 

Congress passed the Drug Price Competition and Patent Term Restoration Act, also 

called the Hatch-Waxman Act after its cosponsors.18 The Hatch-Waxman Act set the 

rules for generic drug entry into the American marketplace. Generic pharmaceutical 

products are “the same as an already marketed brand-name drug in dosage form, safety, 

strength, route of administration, quality, performance characteristics and intended 

use.”19 For example, after Advil’s patent expired, generic ibuprofen products could enter 

the market following FDA approval. Prior to 1984, a generic manufacturer needed to 

perform their own FDA clinical trials and apply for a new drug application (NDA), 

                                                
16 Research, C. for D. E. and. (2019, June 4). Demonstration of Comparability of Human Biological 

Products, Including Therapeutic Biotechnology-derived Products. U.S. Food and Drug Administration; 
FDA. https://www.fda.gov/regulatory-information/search-fda-guidance-documents/demonstration-
comparability-human-biological-products-including-therapeutic-biotechnology-derived 
 
17 PatientEngagementHIT. (2017, January 11). How Out-of-Pocket Costs Affect Patient Healthcare Access. 
PatientEngagementHIT. https://patientengagementhit.com/news/how-out-of-pocket-costs-affect-patient-
healthcare-access 
18 Blackstone, E. A., & Fuhr, J. P. (2007). Generic Biopharmaceutical Drugs: An Economic and Policy 
Analysis. Biotechnology Healthcare, 4(1), 43–48. 
19 Research, C. for D. E. and. (2019). Generic Drugs: Questions & Answers. FDA. 
http://www.fda.gov/drugs/questions-answers/generic-drugs-questions-answers 
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before they could be sold to consumers.20 The Hatch-Waxman Act was a compromise. In 

a deal struck between Senators Orrin Hatch and Henry Waxman, the Hatch-Waxman Act 

provided pathways and protection for generics, while earning exclusivity incentives for 

novel drug manufacturers.21 After passage of Hatch-Waxman, generics could apply for 

Abbreviated New Drug Applications (ANDA) prior to the expiration of an existing drug 

patent.22 This created, for the first time, a lower cost pathway for generics to enter the 

market. ANDAs do not require preclinical (animals) or clinical (humans) data in their 

applications to the FDA, which is required for a new brand name drug filed through a 

New Drug Application (NDA).23 This saves generic manufacturers tremendous cost and 

resources in research and development, encouraging multiple generic manufacturers to 

enter the market and collectively drive prices lower. Without high costs of research and 

development, generic manufactures could bring cheaper products to the market, driving 

pharmaceutical prices lower. Additionally, Hatch-Waxman lowered potential risks of 

patent infringement lawsuits through patents relating to the submission of the ANDA.24 

In addition to the ANDA regulatory pathway, Hatch-Waxman created a complex scheme 

whereby a generic manufacturer could challenge the validity and scope of brand name 

manufacturers’ patents prior to bringing generic versions to market.25 This offered 

                                                
20 Daniel Carpenter. (2010). Organizational Image and Pharmaceutical Regulation a the FDA. Reputation 

and Power. Princeton University Press, 157-83. 
21 PhRMA. (n.d.). What is Hatch-Waxman? | PhRMA. PhRMA Fact Sheet. Retrieved February 26, 2020, 
from https://www.phrma.org/en/Fact-Sheet/What-is-Hatch-Waxman 
22  Blackstone, E. A., & Fuhr, J. P. (2007). Generic Biopharmaceutical Drugs: An Economic and Policy 
Analysis. Biotechnology Healthcare, 4(1), 43–48. 
 
23 Research, C. for D. E. and. (2019, December 20). Abbreviated New Drug Application (ANDA). FDA. 
http://www.fda.gov/drugs/types-applications/abbreviated-new-drug-application-anda 
24 Laakmann, A. B. (2013). The Hatch-Waxman Act’s Side Effects: Precautions for Biosimilars 
Symposium: Health Care Law. Loyola of Los Angeles Law Review, 47(4), 917–942. 
25 Ibid. 
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generic manufacturers potential recourse against the originator manufacturer to allow 

earlier entry than the original NDA specified.  

Part of the compromise of Hatch-Waxman was the establishment of years of 

exclusivity for a new drug applicant. Hatch-Waxman authorized patent term extensions 

for innovative drugs. The clock for a patents term length begins upon the approval of the 

patent, rather than when the drug enters the market. Therefore, to encourage further drug 

development and research, Hatch-Waxman ensured years of exclusivity that could be 

given to a brand name drug if additional clinical uses were found.26The length of patent 

exclusivity is crucial to pharmaceutical manufacturers, as it ensures a finite amount of 

time to recuperate investments drug research and development. The United States patent 

law establishes a minimum 12 years of drug exclusivity after the acceptance of an NDA, 

with potential years that may be added if a drug is discovered to be effective at treating 

new indications or treats a very small number of people.  

The stakes of generic drug development are significantly lower than for biosimilar 

development. While generic research and approval costs may total $1 million to $5 

million,27 the cost to develop a biosimilar can be $200-$300 million dollars.28 An 

unexpected multi-year delay on market entry can have a multimillion dollar impact on the 

viability of biosimilars to lower drug costs. Aside for the heavy development cost, market 

entry delays can undermine a drug’s brand establishment with consumers and inhibit a 

manufacturer from allocating resources for future drug development. For example, delays 

in a biosimilar reaching the market, due to legal fights, could perpetuate narratives of 

                                                
26 Ibid. 
27 Blackstone, E. A., & Joseph, P. F. (2013). The Economics of Biosimilars. American Health & Drug 

Benefits, 6(8), 469–478. 
28 Ibid. 
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biosimilars as fraudulent products, compared to the originator, undermining uptake when 

they do become available. The issues stemming from market entry delays are magnified 

for biosimilar manufacturers (compared to generic manufacturers), as the requisite 

financial risk for U.S. biosimilar manufacturers is significantly higher, due to research 

costs. Delay tactics, facilitated by patents, creates a cycle of manufacturer, patient and 

provider uncertainty of future biosimilar access.  

The Biologics Price Competition and Innovation Act (BPCIA), passed as a 

package with the Affordable Care Act, created the regulatory pathway to enable follow 

on competitors to biologics to come to the market.29 The FDA, however, still needed time 

to develop the pathway and guidelines for how the agency would decide to approve or 

reject pharmaceutical applications. Certain biologics continued to be accepted under the 

old small molecule/generics rules. Based on BPCIA guidelines, certain drugs that already 

had follow on competitors on the market, like human growth hormone and insulin, would 

remain in the old ANDA pathway until an established transition date.30 Technically, these 

complex molecule drugs were biologics, but were regulated under the old rules at the 

time, as there was not a regulatory vocabulary that could categorize them as such at the 

time of application. The BPCIA established that these drugs, like insulin, would continue 

to be regulated and listed as a generic, until a transition date (March 23rd, 2020). This 

ensured that insulin companies could enter the market under the existing ANDA 

structure, as opposed to the new, lengthier and more expensive BPCIA structure. In 

                                                
29 Rangel, C. B. (2010, March 23). Text - H.R.3590 - 111th Congress (2009-2010): Patient Protection and 

Affordable Care Act (2009/2010) [Webpage]. https://www.congress.gov/bill/111th-congress/house-
bill/3590/text 
30 Ibid. 
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Washington, D.C., follow on biologics are fundamentally a part of the dialogue on drug 

pricing policy. Regulation of generic drugs and biosimilars has always been out of an 

urgency for increasing patient access through greater competition and drug pricing 

initiatives. Drug pricing, and thus, biosimilars, are inherently political and are 

inextricably tied to the ongoing political dialogue on how to fix high drug prices in 

Washington, D.C.  

 The largest manufacturers of pharmaceuticals are part of a trade group called The 

Pharmaceutical Research and Manufacturers of America (PhRMA).31 Colloquially, the 

pharmaceutical industry in general, but PhRMA in particular, are referred to as Big 

Pharma.32 Big Pharma, like Big Oil or Big Tobacco, is a nickname intended to 

communicate the lobbying, legal and financial power of the industry. Generic drug 

manufacturers tend not to be a part of PhRMA, and innovative drug manufacturers tend 

not to manufacture generic drugs. However, this paradigm does not hold true with 

biologics and biosimilars. Biosimilars cost $200 to $300 million dollars to develop, so a 

select few companies have the resources to take on such an endeavor. Most biosimilars 

manufacturers also manufacture biologics. This can create conflicts or split incentives, as 

pharmaceutical manufacturers that lobby in favor of biosimilars may undermine their 

own biologics products in the process.  

 As of April 22, 2020, the FDA has approved 26 biosimilars.33 However, not all of 

these biosimilars are on the market. Some are approved by the FDA, but still require their 

                                                
31 About. (n.d.). Retrieved April 26, 2020, from https://www.phrma.org/About 
32 Compton, K. (n.d.). Big Pharma—Drug & Device Companies, Lawsuits & Facts. Drugwatch.Com. 
Retrieved April 26, 2020, from https://www.drugwatch.com/manufacturers/ 
33 Research, C. for D. E. and. (2020). Biosimilar Product Information. FDA. 
https://www.fda.gov/drugs/biosimilars/biosimilar-product-information 
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reference biologic’s patent exclusivity to expire before they can enter the U.S. market. 

Currently, biologics Remicade34, Neulasta35, Neupogen36, Herceptin37, Avastin38, 

Rituxan39 and Epogen40 have biosimilar competitors currently on the market.41 Two of 

the most lucrative biologic patents that are set to expire in the coming years are for 

Enbrel and Humira42, which represent a large portion of the rheumatology and 

immunology markets. Each is set to have several biosimilar competitors once they can 

enter the U.S. market. Part of the exigence for improving the biosimilar environment is to 

ensure that Humira and Enbrel biosimilars can effectively take market share from their 

originator biologics, driving prices down and improving patient access.43 Humira and 

Enbrel biosimilars will be the litmus test for the biosimilar industry and failure may 

                                                
34 Sagonowsky, E. (2018, December 11). As competition heats up, U.S. prices for Remicade and biosims 

slip: Analyst | FiercePharma [News]. FiercePharma. https://www.fiercepharma.com/pharma/amid-biosim-
competition-remicade-prices-gradually-slipping-analyst 
35 Weissman, B., & Royzman, I. (n.d.). Sandoz Sued for Cutting Short BPCIA “Patent Dance” for Neulasta 

Biosimilar | Biologics Blog. Retrieved April 21, 2020, from https://www.biologicsblog.com/sandoz-sued-
for-cutting-short-bpcia-patent-dance-for-neulasta-biosimilar 
36 DiGrande, S. (2019, February 11). IQVIA Data Show ANDA Approvals on the Rise, Biosimilars Fighting 

for Market Share. Center for Biosimilars. https://www.centerforbiosimilars.com/conferences/aam-access-
2019/iqvia-data-show-anda-approvals-on-the-rise-biosimilars-fighting-for-market-share 
37Dunn, A. (2019, July 19). Amgen, Allergan launch first US biosimilars of Roche’s Herceptin and Avastin. 
BioPharma Dive. https://www.biopharmadive.com/news/amgen-allergan-launch-first-us-biosimilars-of-
roches-herceptin-and-avasti/559130/ 
38 Ibid. 
39 Davio, K. (2019, November 7). First Rituximab Biosimilar, Truxima, Launches in the United States. 
Center for Biosimilars. https://www.centerforbiosimilars.com/news/first-rituximab-biosimilar-truxima-
launches-in-the-united-states 
40 Commissioner, O. of the. (2020, March 24). FDA approves first epoetin alfa biosimilar for the treatment 

of anemia. FDA; FDA. https://www.fda.gov/news-events/press-announcements/fda-approves-first-epoetin-
alfa-biosimilar-treatment-anemia 
41 Dunn, A. (2019, July 19). Amgen, Allergan launch first US biosimilars of Roche’s Herceptin and 

Avastin. BioPharma Dive. https://www.biopharmadive.com/news/amgen-allergan-launch-first-us-
biosimilars-of-roches-herceptin-and-avasti/559130/ 
42 Krizner, T. (2020, January 3). Biosimilars in the Pipeline | Managed Healthcare Executive. Managed 
Healthcare Executive. https://www.managedhealthcareexecutive.com/biosimilars/biosimilars-pipeline 
43 Feagan, B. (2017). Benefits, Concerns, and Future Directions of Biosimilars in Inflammatory Bowel 
Disease. Gastroenterology & Hepatology, 13(12), 745–747. 
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heavily undermine future stakeholders’ trust in the market’s capacity to solve drug 

pricing and patient access problems.  

The complexities of the biosimilar debate require us to first focus on individual 

segments of the public discourse to better understand how these stakeholder sites function 

within the larger ecology of arguments. To that end, this thesis will divide biosimilar 

public discourse into multiple spaces of exploration. In the first chapter, the historical 

context of narratives of generic drugs and legal strategies used on biosimilars will capture 

the dynamics of stakeholder discourse and interaction in relation to biosimilar public 

narrative and how the narratives on biosimilars are contextualized by generic drugs. In 

the second chapter, I explore the regulatory infrastructure established by the FDA, 

insurance companies and state regulatory policy and how understanding of biosimilars is 

shaped across stakeholder sites by these policies. This variation plays into the collective 

noise and polysemy inherent to biosimilar discourse. In the third chapter, the role of drug 

pricing discourse on biosimilars and the perceived role of biosimilars as a solution to the 

American drug pricing problem will capture the unique rhetorical ecology within 

Washington. Each of these chapters will explore different flows across the rhetorical 

ecology of biosimilars and offer analysis of how dialogue, education and discussion of 

biosimilars is framed by existing policy and pharmaceutical paradigms.  
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Chapter 1: Historical Context of Generic Drugs and Legal Tactics 

 Since the passage of Hatch-Waxman in 1984, generic drug manufacturers have 

had the opportunity to file Abbreviated New Drug Applications (ANDAs) to the US Food 

& Drug Administration (FDA). ANDAs enable generic manufacturers to bring 

pharmaceuticals to market without the expense of lengthy innovation processes and 

clinical trials, thereby creating an environment for generic drugs to sharply lower drug 

prices. However, generic entry into the US pharmaceutical market threatens originator 

drug revenue. The end of the originator product’s patent exclusivity term means that the 

originator pharmaceutical product may lose a lucrative monopoly, hurting the drug 

manufacturer’s revenue stream. The originator’s loss of monopoly power is beneficial for 

patients, as generics often have lower prices.44 Upon passage of the Hatch-Waxman Act, 

Congressman Waxman stated that generic competition would “do more to contain the 

cost of elderly care than perhaps anything else this Congress has passed.”45 In much the 

same way as generics, biosimilars fulfill a similar role of diluting the originator biologic’s 

monopoly power and ensure affordable patient access. Through an exploration of the 

rhetorical frames of generics, we can build a framework for how various rhetorical 

ecologies shape discourses around biosimilars. The actions that regulators and large 

pharmaceutical manufacturers have taken to frame understanding of how consumers 

should perceive generic drugs has been, or has the potential to be, applicable to 

understanding the discourses around biosimilars.  

                                                
44 Research, C. for D. E. and. (2019). Generic Competition and Drug Prices. FDA. 
http://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/generic-competition-and-drug-
prices 
45 130 Cong. Rec. 24427 (1984) (statement of Rep. Waxman) 
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This section explores how the discourse around generics has evolved and the 

rhetoric of how generics, which contain the identical chemical drug as the originator 

product, have been framed as dangerous and fraudulent by the pharmaceutical 

companies. The cost for development for generics is significantly lower than brand name 

drugs. Therefore, generics can afford to heavily cut prices. In turn, brand name 

pharmaceutical manufacturers have aligned price with quality, implying that the 

affordability of generics is suggestive of inferior quality.46  

In 1987, the FDA published a brochure titled “Myths vs. Facts about Generic 

Drugs”, which was reprinted and marketed by young generic drug manufacturers like 

Mylan.47 Pricing and brand trust are two significant variables that frame individual 

decision making on generics.48 Biosimilars have significantly higher development costs, 

and thus, have smaller discounts off the originator drug than generics. However, 

biosimilars have the double hurdle of both establishing their own quality and separating 

themselves from narratives about the quality of generics. Pfizer, in 2018, appealed to the 

FDA to change language from biologics manufacturers that imply that biosimilars were 

inferior, citing instances from Genentech, Janssen Biotech and Amgen.49 

Unlike generics, biosimilar products do not share the same molecular structure as 

their originator counterpart, while generics inherently do.50 Generics and their small 

                                                
46 Seaman, J. T., & Landry, J. T. (2012). Mylan: 50 Years of Unconventional Success : Making Quality 

Medicine Affordable and Accessible. UPNE. 
47 Ibid. 
48 Fraeyman, J., Peeters, L., Van Hal, G., Beutels, P., De Meyer, G. R. Y., & De Loof, H. (2015). Consumer 
choice between common generic and brand medicines in a country with a small generic market. Journal of 

Managed Care & Specialty Pharmacy, 21(4), 288–296. https://doi.org/10.18553/jmcp.2015.21.4.288 
49 FDA guidance sought on false and misleading information on biosimilars. (2018, July 9). GabiOnline. 
http://www.gabionline.net/Biosimilars/General/FDA-guidance-sought-on-false-and-misleading-
information-on-biosimilars 
50 Research, C. for D. E. and. (2019). Biosimilar and Interchangeable Products. FDA. 
http://www.fda.gov/drugs/biosimilars/biosimilar-and-interchangeable-products 
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molecule originators are replicable. Biosimilars and biologics, are not replicable. This 

reality of biosimilars, that they are similar and not replicants, communicates to patients a 

biosimilar’s composition is not equal to the brand name biologic. Similarity implies 

likeness, but trust in medicine and pharmaceuticals is fragile. Until a biosimilar is proven 

equivalent, is not as good as the originator. While the FDA presumably offers legitimacy 

through drug approvals, the nuances of individual drug choices often require that a doctor 

or patient have lived or anecdotal evidence of drug efficacy. Biosimilars, as a relatively 

new entity, are unchartered territory for many patients and providers. The narratives and 

rhetorical devices that are established today will influence the timeline of when (or if) 

biosimilars become acceptable. I will explain how these narratives around biosimilars and 

generics have developed, highlighting key events that have framed generics, before 

discussing how rhetorical implications of the events frame discourses around biosimilars. 

Both generic and biosimilars act as monopoly diluting pharmaceutical products that enter 

the market after patent exclusivity term length ends. Consequently, pharmaceutical 

manufacturers have replicated many of their efforts to undermine consumer trust in 

generics onto biosimilars. Thus, it is important to examine the history of American 

generics, to understand how the themes of fraud and public mistrust have perpetuated.  

Upon passage of the BPCIA, the FDA and any biologics manufacturer needed to 

express the explicit differences between generic drugs and biosimilars.51 Despite the 

distinct molecular differences between generics and biosimilars with relation to their 

originator counterparts, the narrative of biosimilars as the complex molecule version of 

generics has had an impact on the rhetorical ecology surrounding the discourse of 

                                                
51 Seaman, J. T., & Landry, J. T. (2012). Mylan: 50 Years of Unconventional Success : Making Quality 

Medicine Affordable and Accessible. UPNE. 
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biosimilars. Manufacturers of innovative branded biologics, pushing to maintain their 

monopoly power, utilize many of the same tactics and implicit messaging to tie 

biosimilars to generics. Biosimilars are inextricably tied to their small molecule 

counterparts, not because of formulation or regulatory pathways, but because of the 

entrenched narrative of biosimilars as the complex molecule corollary to generics.  

 After the passage of Hatch-Waxman in 1985, the pharmaceutical industry was left 

to grapple with a new reality of generic competition. Themes and characterizations of the 

newborn relationship between pharmaceutical manufacturers and generics were 

established early. First, the pharmaceutical industry made clear their contempt of generics 

manufacturers, point to innovation as the key distinction between right and wrong drug 

manufacturers. Winston Williams in the New York Times details some of the earliest 

efforts by the pharmaceutical industry to instill a characterization of generics onto the 

public and prejudices towards generics. The story contains characterizations of 

pharmaceutical “sneer(ing) at becoming aggressive in generics” and generics as a “45 

cents a day gamble for your life.”52 The role of pharmaceutical manufacturers was to 

create value for patients and shareholders through a commitment to innovation; generic 

manufacturers did not innovate.  

Second, Big Pharma contrasted brand name quality with the immediate discounts 

from generic goods, establishing that lower cost signified lesser quality. After instilling a 

sense of pharmaceutical superiority over generics based on innovative prowess, the 

pharmaceutical industry floated the notion that a cheaper pharmaceutical alternative was 

risky to the public. Ralph M. Schwartz, President of the Medical Society of the State of 

                                                
52 Williams, W. (1985, February 24). Glory Days End for Pharmaceuticals. The New York Times. 
https://www.nytimes.com/1985/02/24/business/glory-days-end-for-pharmaceuticals.html 
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New York, functioning as an effective proxy for Big Pharma, wrote in an op-ed in the 

New York Times in 1981, highlighting the quality of brand name drugs.53 The quality of 

brand name drugs was ensured by years of FDA approvals. The quality of potential 

generics was unknown. Additionally, generics, whose quality was unknown, were tied to 

other pharmaceutical products with questionable efficacy and safety.  

In the early 1980s, the quality of imported or reimported drugs was a national 

focus. The FDA, initially established to confront consumer health risks from 

contaminated drugs, was extremely wary of imported drugs. In a “blitz” of examinations 

of drug packages in 1982, 90% were found to be “unapproved and to present potentially 

severe health risks.”54 The FDA could not ensure the quality of imported or reimported 

drugs. Similarly, “quack drugs”55, chemical products that are untested and have unknown 

side effects, have been a long time focus of the FDA. Generics, like quack or imported 

drugs, lacked quality assurance. The rhetorical strategy of connecting generics, through 

similar implications of unknown or poor-quality assurance, with quack and imported 

drugs through quality, reinforced the notion that brand name drugs were the only kind of 

pharmaceutical that a consumer or provider can trust.  

By the passage of Hatch-Waxman in 1985, consumers already favored brand 

name drugs as a concept. In 1980, about two-thirds of all respondents rejected lower cost 

                                                
53 Schwartz, R. (1981, July 17). Opinion | THE MEDICAL ADVANTAGES OF THE “BRAND-NAME 
DRUG HABIT.” The New York Times. https://www.nytimes.com/1981/07/17/opinion/l-the-medical-
advantages-of-the-brand-name-drug-habit-196874.html 
54 Bhosle, M. J., & Balkrishnan, R. (2007). Drug reimportation practices in the United States. Therapeutics 

and Clinical Risk Management, 3(1), 41–46. 
55 Lindeman, B. (n.d.). Eugene Register-Guard—Google News Archive Search. Retrieved April 20, 2020, 
from 
https://news.google.com/newspapers?nid=1310&dat=19750312&id=ssZVAAAAIBAJ&sjid=mNkDAAAA
IBAJ&pg=5755,3085600 
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generic alternatives, regardless of savings.56 Also in 1980, physicians and pharmacists 

were not convinced that the savings of going to the generic outweighed potential risks.57 

Subsequent decades after Hatch-Waxman hardened initial skepticism of generics. The 

rhetorical strategy of framing generics was established through implications of generic 

fraud, institutionalized doubt of generic drugs’ efficacy and a perceived relationship 

between cheap generic drugs and riskiness. These themes would shift and be reframed 

over time, but the central tenets of how pharmaceutical manufacturers have framed their 

generic counterparts have remained consistent. As I explore the historical context that 

frames the public understanding of generics, I demonstrate how Big Pharma’s rhetorical 

strategy of implicating the quality of generics through themes of fraud, doubt of efficacy 

and price point as a signifier of quality illuminate rhetorical implications for the 

developing public understanding of biosimilars. 

In 1988, American generic drug company Mylan Laboratories Inc. approached the 

FDA with claims that FDA officials were showing favoritism to its generic manufacturer 

rivals in granting generic approvals. In the ANDA application process, the generic that is 

the “first to file” receives 180 days of generic market exclusivity.58 Therefore, generic 

drug companies compete to earn the coveted first to file advantage for this generic market 

exclusivity period. The first to file earns a first-to-market advantage, which on average 

earns 40% market share 10 years after first launch in class.59 This varies across 

                                                
56 Lambert, Z. V., Doering, P. L., Goldstein, E., & McCormick, W. C. (1980). Predispositions Toward 
Generic Drug Acceptance. Journal of Consumer Research, 7(1), 14–23. https://doi.org/10.1086/208788 
57 Bearden, W. O., & Mason, J. B. (1980). Determinants of Physician and Pharmacist Support of Generic 
Drugs. Journal of Consumer Research, 7(2), 121–130. https://doi.org/10.1086/208801 
58 Research, C. for D. E. and. (2019). Paragraph IV Drug Product Applications: Generic Drug Patent 
Challenge Notifications. FDA. http://www.fda.gov/drugs/abbreviated-new-drug-application-
anda/paragraph-iv-drug-product-applications-generic-drug-patent-challenge-notifications 
59 Cha, M., & Yu, F. (n.d.). Pharma’s first-to-market advantage | McKinsey. McKinsey & Company, 
Pharmaceuticals & Medical Products. Retrieved March 16, 2020, from 
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pharmaceutical products, but the opportunity to enter the market before additional 

competition can drive prices down is highly coveted by generic manufacturers for its 

impact on future profit.  

When Mylan approached the FDA, the manufacturer argued that FDA officials 

were granting first to file generic approvals based on bribes to FDA investigator Charles 

Chang.60 After Congressional investigator David Nelson confirmed Mylan’s suspicions, 

Representative John Dingell (D-MI) launched a full-scale investigation into the FDA. 

Multiple generic drug companies had committed fraud in the filing process and had 

bribed FDA officials, Rep. John Dingell noted that, “The FDA may not be able to detect 

unsafe generic drugs for the nation’s pharmacies.”61 The fraud came to be known as The 

Generic Drug Scandal.62 Dingell stated that he had “lost confidence in the industry’s 

integrity and the F.D.A.”63 Likewise, Rep. Ron Wyden (D-OR) called the generic drug 

industry “a swamp that must be drained.”64  

Representative Wyden’s characterization of the generic drug industry as a 

“swamp” has several rhetorical implications. Corporate corruption and bribery are mostly 

hidden to the public. Corruption is typically discovered secondhand through news, rather 

than personally experienced. John T. Gagnon makes this argument when discussing 

human trafficking as an invisible phenomenon. The secondhandedness of corporate fraud, 

like human trafficking, entices individuals to understand stories in a way that “reinscribes 

                                                

https://www.mckinsey.com/industries/pharmaceuticals-and-medical-products/our-insights/pharmas-first-to-
market-advantage 
60 Eban, K. (2019). Bottle of lies: The inside story of the generic drug boom (First edition.). Ecco, an 
imprint of HarperCollins Publishers, 222.  
61 Pope, T. (1990). FDA reorganizes amid generic drug scandal. Management Review, 79(2), 36–41. 
62 Opinion | The Generic Drug Scandal—The New York Times. (1989, October 2). New York Times, 18. 
63 Ibid. 
64 Eban, K. (2019). Bottle of lies: The inside story of the generic drug boom (First edition.). Ecco, an 
imprint of HarperCollins Publishers, 223.  
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beliefs”, rather than informs or explains.65 The Congressional hearings of fraud by 

generic manufacturers reinforced the pharmaceutical industry’s narrative of generic 

fraudulence, which would be repeated through patent litigation or recalibrated to fit 

recent events that justified the existence of widespread generic fraud.  

Pharmaceutical companies tend to implicate generic drug companies in fraud 

cases through patent violation lawsuits. Patent violation and the fraud investigated by 

John Dingell do not have an inherent connection, but they are rhetorically sutured 

together to suggest that patent violations, and the larger generic enterprise, carries the 

imprint of corruption. Reapplying Rubrick Biegon’s analysis of Trump’s swamp frame66 

onto Rep. Wyden’s statement, Wyden’s characterization of generics as a swamp implies a 

quagmire, a systemic seepage of fraud throughout generics companies and the industry. 

Conversely, Wyden’s implication of generics as a swamp suggests that pharmaceutical 

manufacturers, who are typically American and European, may be the heroic, good actors 

that consumers can trust who do not bribe regulators or mask dangerous clinical failures 

that may harm patients. Congressional hearings in 1989 (The Dingell Hearings) and the 

following years led to the passage of 1992 Generic Drug Enforcement Act, strengthening 

the FDA’s regulatory arsenal and establishing to Americans that the mass entry of 

generic drugs since 1984 weren’t necessarily safe.  

Discourses around safety and generic competition are framed by federal 

investigations and actions to strengthen the FDA’s regulatory capacity. However, 

scandals and investigations function as evidence that gives credence to Big Pharma’s 

                                                
65 Gagnon, J. T. (2016). How Cultural Rhetorics Can Change the Conversation: Towards New Commun. 
Project on Rhetoric of Inquiry, 12(2). https://ir.uiowa.edu/poroi/vol12/iss2/8/ 
66 Biegon, R. (2019). A populist grand strategy? Trump and the framing of American decline. International 

Relations, 33(4), 517–539. https://doi.org/10.1177/0047117819852399 
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warnings of generic fraudulence and corruption. The Dingell Hearings and Generic Drug 

Enforcement Act are Congressional confirmations of the generic drug industry’s 

fraudulence, which may be used as lines of arguments for Big Pharma to utilize when 

challenging their generic competition.  

The Dingell Congressional hearings on generic drug fraud and the Generic Drug 

Enforcement Act legitimized pre-1985 patient and provider fears of new generic 

products. The congressional investigations and hearings validated the pharmaceutical 

industry’s contempt of generics and concerns for physicians and everyday Americans 

over the health and safety of their generic drugs. These concerns were again verified to 

legislators, regulators and citizens in a 1998 Government Accountability Office report 

(GAO) on Improvements Needed in the Foreign Drug Inspection Program.67 Examining 

pharmaceutical manufacturers in India and China, the internal report highlighted a serious 

deficiency in the FDA’s capacity to routinely inspect Indian and Chinese manufacturing 

sites. The report went so far to state that “Without complete and accurate data, FDA 

cannot ensure that all ‘high-risk’ foreign pharmaceutical manufacturers are target for 

more frequent routine surveillance inspections.” By the late 1990s, newspapers like the 

LA Times68 and major organizations like the Organisation for Economic Co-operation and 

Development (OECD)69 were highlighting the fraud and impurities characteristic in 

pharmaceutical products manufactured specifically in China. While American generic 

manufacturers like Mylan could claim status as an FDA-approved, American 

                                                
67 Report to the Chainman, Subcommittee on Oversight and Investigations, Committee on Commerce, 

House of Representatives (p. 51). (n.d.). United States General Accounting Office; March 1998. Retrieved 
March 25, 2020, from https://www.gao.gov/assets/230/225564.pdf 
68 Monmaney, T. (n.d.). A Dose of Caution—Los Angeles Times. Los Angeles Times. Retrieved March 25, 
2020, from https://www.latimes.com/archives/la-xpm-1998-aug-31-mn-18280-story.html 
69 Vithlani, H. (1997). The Economic Impact of Counterfeiting. OECD. 
https://www.oecd.org/sti/ind/2090589.pdf 
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manufacturer, foreign generic manufacturers struggled to comply with the stringent FDA 

regulations and demonstrate bioavailability results that satisfied FDA regulators.  

Of the generic manufacturers investigated in the Generic Drug Scandal, several 

were headed by South Asian executives. Colloquially, congressional and FDA 

investigators referred to these corrupt CEOs as the “Bengali mafia.”70 The terms used by 

investigators, like Bengali mafia, reflect an internal narrative developing within 

American political and regulatory circles around these Asian markets. “Bengali mafia” 

infers a skepticism of the ethics of Asian pharmaceutical manufacturers and a culture of 

corporate crime. The “Bengali mafia” euphemism suggests that such a seepage may be 

centralized to manufacturers located in Asia or manufacturers with Asian CEOs. The 

implication of rampant fraud in the generic drug industry is undergirded by xenophobic 

connotations of corruption as an inherently Asian quality. Just as data reveals trends of 

patient skepticism of foreign and domestic generics, the pejorative nature of “Bengali 

mafia” suggests that American regulators made systemic judgments about manufacturers 

tied to a South Asian CEO. The rhetorical stigmatization of foreign generic 

manufacturers can be understood through an application of Reisigl and Wodak’s 

predication strategies.71 The explicitly or implicitly predicated negative traits applied to 

foreign generics and their manufacturers (fraudulent, quality control averse, attempting to 

game the regulatory system) are central to Big Pharma’s anti-generic messaging. 

Although the phrase “Bengali mafia” does not explicitly suggest that these negative traits 

are perceived by FDA officials as inherent qualities of certain generic drug 

                                                
70 Eban, K. (2019). Bottle of lies: The inside story of the generic drug boom (First edition.). Ecco, an 
imprint of HarperCollins Publishers, 231. 
71 Reisigl, M., & Wodak, R. (2000). Discourse and Discrimination: Rhetorics of Racism and Antisemitism. 
Routledge.  
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manufacturers, the nature of “Bengali mafia” offers a potential insight into FDA internal 

discourse. The implications of foreign generic manufacturers’ fraud and piracy are 

compounded with the prejudiced traits implied to the Asian world and its pharmaceutical 

manufacturers. The racially tinged implication of scandal inherent to Asian executives or 

manufacturers also homogenize corporate cultures, a manufacturer’s capacity to follow 

FDA standards and efficacy of its pharmaceuticals.  

The criticisms of foreign generics are not necessarily without evidence. An 

investigation of 2014-2019 FDA inspection reports found that 55% of Indian 

manufacturing plants and 65% of Chinese manufacturing plants cited data integrity 

problems.72 However, the rhetorical condemnation of particularly Asian foreign 

manufacturers as fraudulent absolve the 28% of American manufacturers cited for the 

same data integrity problems. Characterizations of particularly foreign generic 

manufacturers as fraudulent and dangerous inscribe a narrative of complete and total US 

domestic or European manufacturer compliance, reinforcing brand trust in the American 

or European originator manufacturers.  After the generic drug scandal of 1988, foreign 

generic manufacturers, largely from India and China, who desperately wanted to break 

into the lucrative American market, had the scarlet letters of being both generic and 

manufactured in untrusted Asian countries. Looking forward to the U.S. biosimilar 

market, this narrative may play a role in how Indian and Chinese biosimilars look to enter 

the United States. Though the American biosimilar market is young, India has a thriving 

biosimilar market. In conjunction with American generic manufacturer Mylan, Indian 

                                                
72 Eban, K., & Salzman, S. (2019, October 29). Data falsification: Still a problem in drug plants in India 
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manufacturer Biocon recently announced that their trastuzumab biosimilar, Ogivri, would 

become commercially available in the US.73 FDA inspectors have already faulted the 

Indian company’s biosimilar manufacturing plant with an FDA Form 483.74 The negative 

results of FDA’s inspection of Biocon manufacturing sites has the potential to create 

dominant negative narrative around the quality or safety of Biocon’s biosimilar products. 

The results of a regular FDA inspection reinforce skepticism of Indian manufacturing 

practices. The fault on Biocon’s biosimilar facility rhetorically function as an evidence to 

justify why consumers should be skeptical of Indian biosimilars. With few biosimilars on 

the US market, early FDA concerns of Biocon may affirm the consumer stigma of Indian 

generics translates to biosimilars. This stigma remains as a part of the narrative of Indian 

pharmaceuticals, but the AIDS pandemic represents a turning point that reshaped the 

global perception of foreign generic drugs.  

While the Generic Drug Scandal was an event that negatively impacted the public 

perception of generic drugs, the global AIDS pandemic created a situation to highlight 

the desperate need for safe and effective generic drugs. The AIDS Crisis represented a 

turning point in American generic drug uptake and offered new examples of pejorative 

framing of generics from Big Pharma. Through the 80s and 90s, the AIDS crisis 

devastated American communities and various countries. In 1997, under the leadership of 

Nelson Mandela, South Africa “altered its law to make it easier to sidestep 

pharmaceutical patents and import low-cost medicine. No country needed the AIDS 
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cocktail more badly than South Africa.”75 In reaction to the alteration by Mandela, the 

trade group Pharmaceutical Manufacturers Association of South Africa, representing the 

interests of global interests of the largest pharmaceutical manufacturers, i.e. “Big 

Pharma”, released newspaper ads warning that the law would allow “counterfeit, fake, 

expired and harmful medicines” into the market.76 Additionally, the trade group sued the 

South African government over international patent protection violations, drawing 

international ire for the perceived prioritization of profits over human lives.77  

Big Pharma used the metaphor of piracy78 to justify their actions against the South 

African government. Big Pharma reasoned that the generic manufacturers were 

disincentivizing pharmaceutical research and development by stealing the instructions for 

development. The South African government, by seeking to procure illegal foreign 

generics, were enabling the pirate foreign generic manufacturers. The description of 

piracy as a rhetorical device captures images of outlawry and savagery, positioning 

generic manufacturers as entities participating in illegal and immoral acts.79 Dr. Thomas 

Owen characterizes this rhetorical tactic as moralized exclusion, situating generic 

medicines as deviants, rather than in the “zone of legitimate controversy.”80 The 

perpetuation of fraudulence was a key tactic from pharmaceutical manufacturers to 

undermine public trust in generic products. Much like the piracy narrative that was placed 
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on foreign generics manufacturers, similar rhetorical tactics have been used on 

biosimilars.  

In 2016, an Investor’s Business Daily article titled, “How Copycat ‘Biosimilars’ 

Could Wrangle $60 Billion From Biotech Giants”81 reinforces the narrative that 

biosimilars are copycats and like generics in many ways. However, it also draws 

contrasts between generics and biosimilars, calling generics “more pure and better.”82 

The false equivalence between generics and biosimilars, incorrect implication that 

biosimilars are merely ‘copycats’ and the red herring of characterizing biosimilars as less 

pure or worse than generics demonstrate how established narratives of generics function 

as a framing device for biosimilars. Biosimilars exist, rhetorically, in competition with 

the brand name drug and with generics. The comparison of biosimilars to their biologic 

predecessor and their small molecule corollary instill a false perception of biosimilars as 

less safe and more fraudulent than any pharmaceutical that has come before them.  

The narratives around generics turned once the world began to see them as 

solutions to the drug pricing issue, rather than usurpers of innovative pharmaceutical 

manufacturers. On September 28th, 2000, Dr. Yusuf Hamied of the Indian drug 

manufacturer Cipla took the podium at the European Commission’s conference in 

Brussels on HIV/AIDS, malaria, tuberculosis and poverty reduction and offered 90+% 

discounts on the AIDS drug cocktail and access for African nations to begin to 

manufacture their own doses. However, no one took his offer at the conference. Much of 
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the world viewed Indian generics as “poor-quality knockoffs.”83 Months later, the New 

York Times ran a story on Hamied and Cipla’s Doctors without Borders program, where 

the company provided the AIDS cocktail for a dollar a day to the non-profit.84 The story 

resonated around the world, eventually leading to global protests in favor of procurement 

of Indian AIDS cocktail generics.85  

On January 23, 2003, President George W. Bush announced in his State of the 

Union address a plan for Congress to commit funds to a program to combat AIDS in 

Africa.86 This program, eventually named PEPFAR, would utilize American taxpayer 

dollars to purchase cheap Indian manufactured drugs to distribute to African and the 

Caribbean to fight the AIDS epidemic.87 Within the administration, officials grappled 

with the task of how to ensure the quality of Indian generics to African nations. 

Internally, then director of medical policy development at the FDA (who later rose to 

FDA Commissioner), Scott Gottlieb, recalled the political pressure to buy what he called 

“Indian counterfeit drugs.”88 On March 27, 2005, Indian generic manufacturer Ranbaxy 

became the first Indian generic to earn FDA approval for PEPFAR. Eban notes, this 

approval and those that followed, led to a shift in American consumers and providers; “if 

Indians could make affordable medicine good enough to be approved by American 

regulators, then the drugs were good enough for Americans to take too.”89 The PEPFAR 
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drug approvals implicitly argued to American consumers that the perceived fraudulence 

and safety concerns around foreign generics were misguided. Indian generics could be 

trusted and relied upon because the FDA said so. After Ranbaxy’s approval for PEPFAR, 

the burden of proof of safety shifted from Indian generic manufacturers to the FDA. The 

FDA’s role as a gatekeeper gave credibility to the safety of foreign generic drugs through 

Indian generic drug approvals. The FDA has the capacity to impact the rhetorical ecology 

of both generic and biosimilar public approval through regulatory action.  

The FDA, fundamentally, is a protector of American interests through its 

oversight and inspection of manufacturing sites. However, the evolution of the FDA as a 

protector AND as a gatekeeper of drugs whose manufacturers seek to enter the American 

market offers the agency and its officials a split incentive. Harvard professor Dan 

Carpenter distinguishes the protector and gatekeeper identities as follows:  

The FDA’s identity as “protector” (of the public, of consumer welfare, of patient 

safety) was well and ambiguously established in public and professional 

audiences. Yet increasingly, the early Cold War generation of FDA officials and 

national politicians saw the protectorate and gatekeeper identities as one. 

Consumer protection would follow only partially from vigilance and efforts 

against adulteration. Protection of the consumer, the citizen and the patient would 

occur through pharmaceutical gatekeeping.90  

The protector responsibilities, as I interpret from Carpenter’s argument, captures the 

FDA’s capacity to perform inspections and oversight over pharmaceutical products. The 

gatekeeper responsibility captures the drug application approval and disapproval capacity 
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of the FDA. However, according to Carpenter, a new generation of politicians and FDA 

officials perceived gatekeeping as the primary function of the FDA to perform its 

protector duties. As more foreign drug manufacturing sites have come online, the FDA’s 

capability to properly investigate all sites in a reasonable amount of time has become 

insurmountable.91  

The convergence of the protector responsibility into gatekeeping power has 

undermined the FDAs capacity to effectively protect American consumers after drugs 

have been allowed onto the American market. A retroactive withdrawal of a drug from 

American pharmacies could imply that the FDA has an ineffective vetting process and 

put Americans at risk. Scandals, such as the belated recall of Vioxx from pharmacy 

shelves,92 severely undermines public trust in the agency to be an effective gatekeeper.93 

After a drug recall, public comments from the FDA tend to scapegoat the drug’s 

manufacturer. In the case of Vioxx, FDA officials blamed Merck, adding that American 

consumers should be thankful for the FDA’s vigilance.94 The convergence of protector 

and gatekeeper into one entity offers the FDA and its officials immense power over the 

national dialogue as a judge-jury-executioner regulatory body, but also extremely 

vulnerable to sharp swings in public trust, as a result of their centralized power. The 

centralization of role responsibility in oversight and gatekeeping creates situations of 

internal strife, where the regulatory body must decide between public image and public 
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safety. Incidentally, a condemnation of a generic manufacturer can be devastating to the 

manufacturer’s brand, as a rejection for a drug application, according to the FDA,95 can 

be understood as the FDA protecting Americans from a potentially harmful drug. 

Conversely, consistent drug approvals, such as the Indian generics approved through 

PEPFAR, demonstrate trust in foreign generic manufacturers from the United States’ 

most powerful regulatory body. While pharmaceutical manufacturers continued their 

campaign against the quality of generic drugs and their manufacturers despite FDA 

approvals,96 the sign of approval from the FDA for PEPFAR drugs was a turning point in 

the national understanding of foreign generics.97  

The shift by American consumers and regulators to accept the safety of foreign 

generics threatened the pharmaceutical giants. At a 2001 healthcare forum, 

GlaxoSmithKline’s CEO Jean-Pierre Garnier called Indian and Brazilian generic 

companies “pirate companies.”98 After the establishment of PEPFAR and approval of 

Ranbaxy’s first generic, Americans were sent the message that foreign generics were 

safe. Pharmacists could switch patient prescriptions to the significantly cheaper generics 

without instigating fear from patients. Doctors began to feel more comfortable 

prescribing the products to patients. By 2005, generics made up 60% of the US 

pharmaceutical market.99  
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The FDA drug approval of Indian products functioned to undermine the primary 

argument that the pharmaceutical industry had been using to maintain market share. The 

FDA’s approvals through PEPFAR deemed Indian generics safe and efficacious, just like 

brand name drugs.100 The PEPFAR drug approvals functioned as a stamp of approval for 

American consumers. Additionally, the PEPFAR approvals implied to foreign generic 

drug manufacturers that the FDA would give drug approvals to non-Western generic 

manufacturers, encouraging foreign generic drugs manufacturers to submit ANDAs to 

gain access to the American market. However, irresponsible foreign generic 

manufacturing practices would come home to roost in the 2000s. These scandals would 

instigate renewed consumer doubt in the safety of generics and threaten FDA political 

power. That partial transition of power to influence drug access from the FDA to federal 

legislators have a significant impact in the gatekeeping of biosimilars.  

Ranbaxy rose to prominence after it began supplying PEPFAR with cheap, 

affordable HIV/AIDS drugs. On October 14th, 2004, Ranbaxy had an internal 

investigation report shown to their board of executives, demonstrating mass fraud and 

fabrication of data for drugs purchased by 40 countries, including the United States and 

World Health Organization to fight HIV/AIDS.101 The board dismissed the report, but 

over the next couple years, a whistleblower would communicate details of fraud to US 

FDA investigators. During the years of ongoing investigations, the FDA continued to 

approve Ranbaxy drugs, despite an obvious likelihood that the clinical data that the 

manufacturer was submitting to the FDA was falsified. Just as Rep. John Dingell called 
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the FDA’s regulatory capability into question during the Generic Drug Scandal, the 

diminished reputation of the FDA after Ranbaxy’s scandal made the FDA more 

vulnerable to make decisions based on political pressures. Before news of Ranbaxy’s 

scandal broke, the regulatory agency had dealt with massive political pressure to bring 

cheaper drugs to the American market to combat rising domestic drug prices.  

After the Ranbaxy scandal, more influence in gatekeeping decisions shifted from 

the FDA to the executive branch and federal legislators. In recent years, several opaque 

efforts by Congress and the Executive branch have sought to influence FDA decision 

making based on non-scientific evidence or logic that does not prioritize American safety 

from harmful drugs. In a 2011 letter from U.S. Senators to the FDA commissioner, 

Senators encouraged the FDA to pursue rapid approval for Indian generics (citing generic 

versions of Pfizer’s blockbuster cholesterol treatment, Lipitor) in service to Americans 

overburdened by rising drug costs.102 In 2020, President Donald Trump publicly pushed 

the FDA to approve hydroxychloroquine as a treatment for COVID19, utilizing political 

pressure from the Executive Branch and the public to approve a treatment, despite an 

absence of data.103 Agency officials, after receiving the 2011 letter from Senators urging 

approval of Lipitor generic drugs, internally questioned whether it was the FDA’s role to 

help Ranbaxy comply with regulations, or to cut off Ranbaxy and reject its ANDA for 

generic Lipitor.104 A recall of Ranbaxy products from American pharmacy shelves would 
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send the message to the American public that the FDA had been aware of potential 

harmful drugs that they had allowed to be sold to American consumers. This internal 

agency conflict, of acting on investigative oversight over Ranbaxy while acknowledging 

that the FDA abdicated responsibility by continuing to accept drugs to be sold in the US 

despite the investigation, was the subject of an FDA meeting on September 16, 2008. In a 

public statement, Deb Autor of the FDA stated to reporters “FDA has no reason to 

believe the drugs from these two (Ranbaxy) plants already in the U.S. drug supply pose a 

safety problem.”105 But investigators knew Autor’s statement wasn’t necessarily 

truthful.106 This conflict of interests and unclear directive is central to the regulatory 

debate with biosimilars and will be explored further in the Regulatory Barriers chapter. 

In 2013, Ranbaxy pled guilty to felony charges and agreed to pay a $500 million 

dollar fine for adulterated drugs and knowingly making materially false statements to the 

FDA, dating back to 2005.107 The charges confirmed themes of mistrust of Indian 

pharmaceutical brands. A study in 2011, after initial findings were released wrote, “We 

suggest that issues of mistrust characterize many (if not all) relationships amongst 

stakeholders engaged in South Asia’s pharmaceuticals supply chains…Where the public 

health sector is failing as badly as in India and Nepal, trust and mistrust have become 

personalized.”108 The Hill published an article in 2014 describing various studies and 
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recommendations from cardiologists who highlighted the impurities in Indian medicines 

or counseled their patients to avoid any Indian medicines.109 The narrative of risky Indian 

drugs may have been initially perpetuated by Western pharmaceutical manufacturers, but 

those charges had been verified by repeated evidence from Indian manufacturers. The 

risk of Indian generics was at the forefront of political consciousness, giving ammunition 

to the racially tinged predication strategies and Big Pharma claims of foreign generic 

inferiority. 

China has become a major foreign generic manufacturing country. A study of 

physicians, pharmacists and patient perceptions of generics from 2003 to 2014 found 

several common sentiments around generic drugs, capturing the sentiments of each 

stakeholder. Physicians surveyed specifically referenced a lack of confidence in foreign 

manufacturers, particularly those in India and China as a driving factor behind 

prescription choices. Additionally, doubts about equivalence, which can be interpreted as 

concerns of the efficacy and safety of foreign generic drugs, drove a preference for 

branded medications.110 The FDA has revealed that a lack of funding is central to the 

issue of poor foreign manufacturer oversight.111 The FDA’s diminished capacity to 

organize sufficiently regular inspection trips around the globe has hurt its ability to 

effectively vet foreign manufactured products. Chinese pharmaceutical manufacturing 

plants, like Indian plants, are more difficult for the FDA to effectively inspect. According 

to the FDA, as of July 2016, 965 foreign manufacturing facilities had never been 
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inspected, but their products were still sold in the United States.112 The lack of oversight 

created a publicly perceived exigence to address these diminished oversight capabilities 

in 2008, after at least 19 people died from contaminated Heparin, a heart health drug 

manufactured by American pharmaceutical Baxter International.113 The contaminated 

Heparin was sourced from an uninspected string of Chinese manufacturing plants. The 

FDA later received 785 reports of serious injury, related to the drug’s use.114 In 2008, 

Congressman John Hubbard, in a set of hearings after deaths relating to Heparin, stated, 

“These foreign drugs form a stream of ticking time bombs. Heparin has gone off, and I 

think there is going to be more until we fix this problem.”115 

Uninspected Chinese facilities and regulatory concerns have driven narratives of 

inefficacy and the potential danger of Chinese generics. However, the concern of Chinese 

manufacturing facilities only seems to extend to products finished in China. Much of the 

pharmaceutical industry use Chinese manufacturers to source their active pharmaceutical 

ingredients (APIs). Chinese APIs are fundamental to most American drugs, found in 90% 

of all pharmaceutical (generic and non-generic) products in 2019.116 While 

pharmaceutical manufacturers tend to be responsible for their own API manufacturing, 

degree of spread of Chinese API use across all pharmaceuticals is unknown.117 The 

                                                
112 Woodcock, J. (2019, December 18). Securing the U.S. Drug Supply Chain: Oversight of FDA’s Foreign 

Inspection Program - 12/10/2019. FDA. https://www.fda.gov/news-events/congressional-
testimony/securing-us-drug-supply-chain-oversight-fdas-foreign-inspection-program-12102019 
113 Harris, G., & Bogdanich, W. (2008, March 6). Drug Tied to China Had Contaminant, F.D.A. Says. The 

New York Times. https://www.nytimes.com/2008/03/06/health/06heparin.html 
114 Ibid. 
115 Young, D. (2008, April 23). Congress Told Foreign Plants are “Ticking Time Bombs” + | Bioworld. 
Bioworld Today. https://www.bioworld.com/articles/print/331033-congress-told-foreign-plants-are-ticking-
time-bombs 
116 Palmer, D., & Bermingham, F. (n.d.). U.S. policymakers worry about China “weaponizing” drug 

exports. POLITICO. Retrieved April 10, 2020, from 
https://www.politico.com/news/2019/12/20/policymakers-worry-china-drug-exports-088126 
117 U.S. Dependence on Pharmaceutical Products From China. (n.d.). Council on Foreign Relations. 
Retrieved April 23, 2020, from https://www.cfr.org/blog/us-dependence-pharmaceutical-products-china 



Jarvis 39 

 

concern that Chinese generic drugs are inefficacious does not necessarily extend to 

Chinese APIs, which are heavily used by foreign and domestic drug manufacturers. The 

criticism of Chinese generic drugs, but less discussed criticism of Chinese manufactured 

APIs, suggests that the rhetorical arguments to undermine public perception of Chinese 

products may not extend to a domestic pharmaceutical manufacturer’s own products.  

Doubt around Chinese generics appeals to the narrative of foreign generic fraud, 

but the implication Chinese APIs would presume that even the large Western 

pharmaceutical manufacturers, who may only use Chinese APIs for their off patent or 

generic products, also cannot ensure the safety of their products. A 2008 Time article, 

discussing APIs and the concern of drug quality control in the context of the 

contaminated Heparin, touches on the greater implication of pharmaceutical danger, 

simply stating “For American companies using sources in China, quality control is not 

just China’s problem – it’s also their problem.”118 In 2018, the Pentagon announced that 

it would scrutinize Chinese APIs used in certain blood pressure medications. Amid recent 

FDA, EMA and Pentagon concerns over APIs119, there has been limited action to 

mitigate American consumed drugs’ reliance on foreign APIs.  

The Big Pharma argument of potential danger in foreign manufactured finished 

products, but not API entities that would implicate Western pharmaceutical 

manufacturers represent a core theme of Big Pharma’s messaging strategy. An 

implication of risk in Western pharmaceutical manufactured products would undermine 
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trust in Big Pharma. The selective employment of the implication of risk or fraud from 

foreign drugs serves non-Chinese pharmaceutical and generic manufacturers. Both 

pharmaceutical and generic manufacturers utilize Chinese APIs. A public push by a 

manufacturer to highlight the threat of Chinese APIs would be counteractive to the 

interests of the entire pharmaceutical and generic drug industry, as any doubt of Chinese 

APIs could imply safety concerns for drugs in general. Abdication of concern for Chinese 

APIs mirrors concerns about replicability of biologics and biosimilars, which will be 

discussed in the Regulatory Barriers chapter, with regards to interchangeability. The 

raised concerns for Chinese generic drugs forecasts potential conflict over Chinese 

biosimilars. However, future implications of foreign risk on Chinese biosimilars may be 

on the horizon. Chinese biosimilar manufacturer Innovent has received FDA approval for 

two biosimilars. These biosimilars will be brought to market in 2020 or 2021, potentially 

creating a space where concerns of Chinese manufactured products will seep into the 

biosimilar space.120  

 

Legal Tactics to Prevent Generic Drug and Biosimilar Market Entry 

Various legal tactics have been used by pharmaceutical manufacturers to delay 

generic and biosimilar market entry and increase the costs of entry, as a means of 

deterring competition and ensuring originator drug market dominance for as long as 

possible. While efforts to characterize generic drugs as unsafe or inefficacious have been 

mostly rhetorical, legal tactics are the application of legal structures and the patent system 

to delay market entry and create evidence to support the narratives of generic drug fraud. 
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Some legal tactics utilized by pharmaceutical manufacturers to undermine generic drugs 

have been reapplied onto biosimilars, while large molecule patent portfolios offer 

biologics manufacturers unique opportunities to shape dialogue through litigation. The 

complexities of the large molecule drugs have enabled legal departments to enact greater 

legal barriers for biosimilars who hope to enter the American market. Despite differences 

between generic and biosimilar legal pathways, the similarities in originator drug 

manufacturer strategy to delay entry and enact barriers for potential competitors are 

unmistakably similar. Gamesmanship of the FDA’s ANDA approval system by 

pharmaceutical manufacturers and lawsuits filed against the generic/biosimilar 

manufacturer over a potential patent violation are components of brand name 

manufacturer strategy to pressure incoming generic or biosimilar competitors.  

The generic drug manufacturers who earn the coveted first to file 180-day 

exclusivity period garner a first-mover advantage. First-mover generic manufacturers 

have been found to enjoy substantial market share and profit advantage.121 However, a 

generic manufacturer does not begin their 180 day exclusivity “clock” until they decide 

to enter the market.122 Hatch-Waxman had provided generic manufacturers value in the 

180 day exclusivity term, but it had also offered generic manufacturers a bargaining chip 

to be used in negotiation with the originator drug manufacturer.123 Upon submission of an 

ANDA, the FDA is required to compile all information, including “test results, expert 
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statements, and correspondence, in an administrative record.”124 In addition to the first to 

file distinction, pharmaceutical manufacturers have also used FDA tools like citizen 

petitions to delay market entry.125 Citizen petitions, organized by the originator 

pharmaceutical manufacturer, can be used to seek judicial review in a federal court, with 

the FDA, the ANDA and the brand name manufacturer.  

In a federal court, brand name manufacturers construct a scientific and legal 

argument against the ANDAs. Consistent court challenges of the FDA’s decision making 

on ANDAs from both brand name manufacturers and generic manufacturers take place 

regularly. Citizen petitions can delay the FDA approval of a pending ANDA, as it may be 

deemed necessary to protect the public health.126 However, in many cases, these claims 

from brand name manufacturers offer evidence for brand name drug stakeholders to 

justify concern with a generic drug. Citizen petition legal actions can also be weaponized 

by the brand name manufacturer to delay market entry of a generic, raise market entry 

costs for a generic manufacturer or squeeze a generic into agreeing to delay market entry 

for a settlement. Citizen petitions are in place for generics and biosimilars and are utilized 

to drive litigation costs and market entry delays for biosimilars as with generics.127 

Once both manufacturers agree to a settlement that delays the first to file generic 

market entry,128 the generic market entry delay creates a bottleneck, prohibiting any 
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generic versions of a given drug from entering the market until 180 days after the first to 

file generic decides to enter the market.129 The bottleneck, called “parking the exclusivity 

period”, restricts patient access to cheaper generic drugs. While it does not seem that pay 

for delay practices undermine patient brand trust of new generics, it enables longer 

periods of brand drug market dominance. While biosimilars are not at risk from the same 

kind of first to file bottleneck, lawsuit settlement for delay tactics are still a reality for 

biosimilars. In fact, because biosimilar development is significantly more expensive than 

generic development, delayed market entry settlements may have a more profound effect 

on a biosimilar’s market penetration than a generic’s market.130 The uncertainty of 

biosimilar market success drives skepticism from potential biosimilar developers. The 

action of payment/settlement for delay is a commercial tool used by the originator drug 

manufacturer against generic and biosimilar manufacturers, to disincentivize future 

development and undermine market entry. Additionally, legal action can drive patient 

and provider uncertainty of the ethics and quality of a biosimilar. This relationship stems 

from the narratives of generics and biosimilars, as follow on products, as fraudulent by 

nature. Current biosimilar market uptake has been weak, and the institutionalization of 

doubt in the quality of a biosimilar can be justified based on citizen petition litigation.  

Biologics, as large molecule drugs, have an exceedingly more complex 

development processes than small molecule drugs. Biologics manufacturers, to ensure 

their biologic’s market exclusivity for as long as possible, have attempted to patent every 

step of the biologics development process. However, biologics manufacturers understand 
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that these patents can be used to prevent biosimilar market entry in the United States. 

Pharmaceutical manufacturer Amgen filed for 57 patents on their biologic, Enbrel, which 

was about three times the number of patent applications that they filed for the same drug 

in Europe.131 The act of tying a large amount of patents to a single product, called patent 

thicketing, is especially effective in the United States, as additional patents translate to 

additional years of market exclusivity. While biologics are given a standard 12 years of 

market exclusivity, additional patents can extend that timeline for much longer.132 Amgen 

is currently embroiled in court litigation which will determine when Enbrel will lose their 

market exclusivity. Depending on future rulings, Enbrel, which was first approved in 

1998, will either lose patent exclusivity in 2022 or 2029.133  

Patent thicketing drives uncertainty for biosimilar manufacturer. The uncertainty 

of when a manufacturer’s biosimilar will be able to come to market is a significant risk, 

as biosimilars tend to cost between $100 million to $250 million to develop, over the 

course of 7 to 8 years.134 The extenuating and often variable timelines of biosimilar 

development to commercialization disincentivize drug manufacturers from committing 

resources towards the development of biosimilars. The uncertainty for potential 

biosimilar manufacturers, driven by patent thickets and anecdotal evidence, like the 

Enbrel patent litigation, reinforce the narrative that investment into biosimilar 
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development, with the intention of entering the American market, is not worth the risk. 

Exceedingly long exclusivity periods through patent thickets function as a rhetorical 

deterrent to future biosimilar development.135  

Originator pharmaceutical manufacturers utilize the generic drug first to file 

distinction to delay of future generic competition from entering the market. Citizen 

petitions and patents are used to file lawsuits against generic drug manufacturers, even if 

these claims do not have much merit. These forms of citizen petitions and patents are 

called “sham patents” or “sham petitioning”, as the litigation efforts lack substance and 

are simply meant to send a message to the generic manufacturer.136 According to a study, 

“brand-name pharma companies filed 92 percent of 505(q) citizen petitions, a specific 

type related to pending generic applications. And in turn, 92 percent of those petitions 

were ultimately rejected by the FDA.”137 The sham lawsuits create a seemingly valid 

justification to further delay generics market entry. However, they simply force generic 

manufacturers to spend resources in litigation before the sham lawsuit is dismissed or are 

used as leverage to instigate a settlement between the originator and generic 

manufacturers.138 Additionally, the lawsuits stimulate news coverage of litigation or 

controversy around the generic or biosimilar product. However, the incapability of news 

coverage to register whether the lawsuit is valid, or sham means that all coverage implies 

                                                
135 Davio, K. (n.d.). Pfizer Confirms That It Has Terminated 5 Preclinical Biosimilar Programs. Center for 
Biosimilars. Retrieved April 21, 2020, from https://www.centerforbiosimilars.com/news/pfizer-confirms-
that-it-has-terminated-5-preclinical-biosimilar-programs 
136 Zhang, S. (2017, March 8). How Pharma Companies Use “Citizen Petitions” to Keep Drug Prices 

High. The Atlantic. https://www.theatlantic.com/health/archive/2017/03/pharma-citizen-petitions-drug-
prices/518544/ 
137 Ibid. 
138 Ibid. 
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fault in the nonbrand-name product. The dynamics of pre-market entry discourse heavily 

favor the brand name manufacturer.  

Biosimilars have already contended with potential sham litigation, as the 

originator biologic’s extensive patent portfolio offers ample opportunity for the originator 

manufacturer to claim patent violation. Conversely, biosimilar and biologics 

manufacturers have a unique process of information sharing, called the “patent dance.”139 

During development of a biosimilar, the biosimilar manufacturer can request data and 

information from the originator to aid in their biosimilar research and development 

process. However, the biologic manufacture tends to transfer information as slowly as 

possible, extending the timeline of biosimilar development. Apotex and Amgen in 2016 

engaged in various lawsuits and counterclaims, with each party justifying that the other 

had either violated patents or had filed sham litigation during the patent dance over 

Amgen’s Neulasta and Neupogen biologics.140 The use of litigation as a tool for 

manipulating potential market competitors mirrors the sham lawsuits that took place in 

the generics market. However, the complexity and number of patents on biologics patents 

means that the number of lawsuits and citizen petitions that are possible are significantly 

higher for biosimilars compared to generics, further raising the cost of market entry and 

inevitable risk associated with biosimilar development and market entry.  

The history of patent litigation functions as an inevitable hurdle for biosimilar 

manufacturers, contributing to a rhetorical environment around potential biosimilar 

                                                
139 Pagliarulo, N. (n.d.). Amgen’s top-selling Enbrel in balance as key court ruling nears | BioPharma Dive. 
Retrieved April 21, 2020, from https://www.biopharmadive.com/news/amgen-enbrel-court-ruling-
biosimilar-novartis-sandoz/550405/ 
140 Weissman, B., & Royzman, I. (n.d.). Sandoz Sued for Cutting Short BPCIA “Patent Dance” for 

Neulasta Biosimilar | Biologics Blog. Retrieved April 21, 2020, from 
https://www.biologicsblog.com/sandoz-sued-for-cutting-short-bpcia-patent-dance-for-neulasta-biosimilar 
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development endeavors. The disincentives towards biosimilar market investment winnow 

the field of potential biosimilar challengers to a biologic. Inevitable litigation charges 

force biosimilar manufacturers to preemptively allocate resources towards future legal 

expenses, as opposed to focusing resources on further development. Litigation efforts act 

as a deterrent of potential biosimilar challengers and a delay to protect biologics, but 

rhetorically, the inevitability of legal action against biosimilars in development enforces a 

perception among potential biosimilar manufacturers that the cards are stacked against 

them.  

With relatively few biosimilars on the American market, biosimilar successes and 

failures, like the significant market share uptake of Coherus’ biosimilar of Neulasta or 

poor market success of Pfizer & Merck’s biosimilars of Remicade, can only anecdotally 

provide evidence of future biosimilar success or failure. However, the historical context 

of generics and early evidence from the budding U.S. biosimilar market offer an 

opportunity to further inspect the current state of the biosimilar market and infer on future 

developments. The rhetorical barriers and legal confrontations that shroud biosimilars 

have precedent. For generics, market success boomed once the public narrative on 

generics recognized the product as a safe, affordable solution to rising drug costs. 

Biosimilars have a similar opportunity, as biologics represent the most expensive 

pharmaceutical treatments. In my next chapter, I will highlight the regulatory barriers that 

impede biosimilar FDA approval and uptake once on the American market, especially as 

it pertains to how patients and providers perceive biosimilars as a viable treatment option. 

Then, in my final chapter, I will explain how biosimilars function today among 

legislators, as the rhetorical ecology around biosimilars in Washington DC may indicate 
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how political support for biosimilars may net regulatory or legislative change in the 

future. 
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Chapter 2: Regulatory Barriers to Biosimilar Uptake 

 Biosimilar regulatory pathways were constructed through the BPCIA after it 

became clear that the regulatory pathways to approval for generics were insufficient for 

complex molecule drugs. Included in the submission of an Abbreviated New Drug 

Application (ANDA), a generic manufacturer would submit data which demonstrated that 

the drug was bioequivalent to the originator. Bioequivalence, the measurement of 

whether a drug’s dosage, strength and bioavailability are equivalent to its originator,141 is 

inherently impossible for biosimilars. The structural makeup of biologics is too complex 

to create an identical product. New regulations, established explicitly through the BPCIA 

or by FDA regulators in the years since the bill’s passage, have attempted to manage the 

new biosimilar approval pathway. In this section, I explore how FDA regulatory policy 

on biosimilars has either directly created rhetorical barriers for biosimilar market success, 

or how the FDA’s language on biosimilar regulation have enabled similar regulatory 

barriers to be created by insurers or state legislatures. The language of biosimilar 

regulation enables an environment that creates an image of biosimilars as unsafe, 

inefficacious, and unreliable, and erect barriers to U.S. Biosimilar market success. These 

three themes drive a narrative of uncertainty of biosimilars: misleading implications of 

biosimilars tied to interchangeability, false characterizations of inferiority to brand name 

biologics, and unreliable market conditions.   

 Manufactures of potential small molecule generic drugs are required to submit 

evidence to the FDA on bioavailability and demonstrate bioequivalence. Bioavailability, 

defined in Codes of Federal Regulations, is “the extent and rate to which the active drug 

                                                
141 Definition of BIOEQUIVALENCE. (n.d.). Retrieved March 1, 2020, from https://www.merriam-
webster.com/dictionary/bioequivalence 
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ingredient or active moiety from the drug product is absorbed and becomes available at 

the site of drug action.”142 Products are measured based on absorption into the blood 

stream or into a specific site in the human body. Bioequivalence studies are designed to 

demonstrate that the follow-on products (generics or biosimilars) can statistically 

demonstrate similar bioavailability to the originator. Over time, the methodology for 

demonstrating bioequivalence has evolved. Initially, after passage of Hatch-Waxman, 

pharmaceutical manufacturers had lobbied for their new generic competitors to be 

required to perform the full array of clinical trials before they could enter the market. 

However, the FDA decided that bioequivalence was a substantive enough measurement 

of a drug’s capacity to perform its intended use.143 

Prior to the passage of Hatch-Waxman, the FDA and global pharmacological 

community had made numerous efforts to analyze and improve standards for 

bioequivalence measurement. Eventually, the 75/75 rule was created, before it was 

replaced by the 80-125. The 80-125 rule established that generic products must have a 

bioavailability that is 80% to 125% of the originator product. The FDA and other 

regulatory bodies had deemed 20% to be the distinctive, clinically significant range that 

was acceptable.144 The changing scientific understanding for measuring bioequivalence 

suggests that regulatory standards are not set in stone and can evolve to meet new criteria 

                                                
142 Chow, S.-C. (2014). Bioavailability and Bioequivalence in Drug Development. Wiley Interdisciplinary 
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144 Teuscher, N. (n.d.). Where Did the 80-125% Bioequivalence Criteria Come From? – Certara. Retrieved 
April 19, 2020, from https://www.certara.com/2011/01/24/where-did-the-80-125-bioequivalence-criteria-
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and evidence. This is important to understand within the context of biosimilars, as the 

processes associated with FDA evaluation of biosimilars may also evolve with time.  

 Biosimilarity can be assessed several different ways. The FDA currently uses the 

“totality of evidence” approach, which includes “structural and functional 

characterization, nonclinical evaluation, human (pharmacokinetics) and 

(pharmacodynamics) data, clinical immunogenicity data and comparative clinical 

study(ies) data.”145 The guidance for totality of evidence (ToE) evaluations is placed on 

the biosimilar manufacturer to prove, beyond any doubt, that the biosimilar is effectively 

similar to the originator. The burden of proof is on biosimilar manufacturers. Any 

evidence that proves difference may be used by the FDA to justify rejection of a 

biosimilar filing through a complete response letter (CRL).  

CRLs can prove disastrous to biosimilar manufacturers, as it translates to 

biosimilar market entry delay, diminished shareholder and consumer confidence and 

potentially billions in losses. The threat of a CRL functions as a massive deterrent for 

potential vulnerable biosimilar manufacturers, as the cost and risk associated with 

biosimilar research and development is so high. In 2017, Coherus Biosciences, a 

privately owned American biosimilars manufacturer, received a CRL on their first 

biosimilar application based on certain patient data and the need for additional 

manufacturing information. In the pre-Nasdaq trading directly after the CRL, Coherus’ 

                                                
145 FDA/CDER/"Purdie, F. P. (2015). Scientific Considerations in Demonstrating Biosimilarity to a 

Reference Product Guidance for Industry. 27. 
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stock fell by 28.1%.146 The company was forced to eliminate 51 jobs147 and delay market 

entry, until it could successfully file again. The risk of receiving a CRL disincentives 

small biosimilar manufacturers, like Coherus, from entering development. The risk 

associated with development and potential market entry failure has disincentivized 

potential investors and smaller drug manufacturing companies from potentially entering 

the market. The inefficiencies of the ToE system contribute to the paradigm of large 

biologics manufacturers dominating the biosimilar development field, as other potential 

players may perceive too much risk to enter. 

The totality of evidence approach has been criticized for its inefficiency and 

potentially arbitrary nature.148 Other FDA assessment paradigms, like confirmation of 

sufficient likeness (CSL), have been proposed.149 A CSL assessment paradigm would 

eliminate potentially unnecessary assessment information, like bridging studies and in 

vivo nonclinical studies. A simplification of regulatory biosimilar assessment standards 

would lower research costs and encourage more biosimilars to come to market. The 

inefficiency and potentially arbitrary nature of the current FDA biosimilar approval 

paradigm functions as a disincentive for smaller biosimilar manufacturers from seeking 

to enter the market. There is historical precedent for alteration of FDA assessment 

paradigms, in the adjustment of bioequivalence thresholds. The ToE approach and the 

                                                
146 Coherus Gets CRL From FDA For CHS-1701; Says Clinical Study Not Requested | Markets Insider. 
(n.d.). Markets.Businessinsider.Com. Retrieved April 21, 2020, from 
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threat of CRLs threaten potential biosimilar investment. The uncertain measure of 

success and high cost associated with a failure to effectively justify biosimilarity establish 

a narrative for potential biosimilar manufacturers that biosimilar development is 

effectively a multi-hundred-million-dollar gamble.150 Rhetorically, one might assume that 

high risk could potentially pay out into a high reward. However, in the United States, that 

might not necessarily be the case. Poor biosimilar market conditions and early anecdotal 

evidence have created a discourse of pessimism around eventual biosimilar market 

viability. 

One of the difficulties for potential biosimilar manufacturers is that the pathway 

through biosimilar development can be unclear. Biosimilars cannot use the same 

manufacturing techniques as the originator. Biologics manufacturers typically file for a 

primary composition patent and secondary patents that cover manufacturing processes 

and formulations.151 However, a biologics manufacturer can also choose not to patent 

certain manufacturing processes, withholding information as classified “trade secrets.”152 

These trade secrets force biosimilar manufacturers to “reverse engineer” biologics and 

create their own unique development method.153 The protection of manufacturing trade 

secrets ensure inevitable dissimilarities between the biologic and biosimilar formulation 

                                                
150 Rees, V. (2020, February 26). How will the rise of biosimilars impact biologic medicines? European 
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of a given drug. Additionally, potential biosimilar manufacturers are confronted with 

uncertain timelines, until their research and development division can effectively reverse 

engineer and design an effective biosimilar manufacturing strategy. Uncertainty and risk 

are inherent to biosimilar development. Depressed biosimilar market entry efforts are 

driven by a broad-brush totality of evidence evaluation standard of biosimilarity, the 

hundred-plus million-dollar investment risk associated with high development costs and 

the development uncertainty of reverse engineering and recreating a development process 

of the originator biologic. Before commercial opportunities can be explored, the 

development process for biosimilars is riddled with unknowns, which scare investors and 

potential manufacturers that are not large enough to risk failure. While risk is an inherent 

part to biologics development, most U.S. biosimilars have not had enough commercial 

success to justify to cost. The FDA has signaled potential future efforts to streamline the 

ToE process,154 but until the FDA biosimilarity evaluation process and perceived 

potential market opportunity improve, the current FDA and legal landscape will continue 

to dissuade potential investors from committing resources to biosimilar development.  

Biosimilar evaluation pathways have been approved and streamlined during the 

Trump presidency. In July of 2018, the FDA published the Biosimilars Action Plan 

(BAP). Highlighted in the BAP, the FDA committed to “modernizing our policies that 

govern development…to make it more efficient”, “developing and implementing new 

FDA review tools, such as standardized review templates…to improve efficiency and 

enhance the public information about FDA’s evaluation of these products”, and “creating 

                                                
154 Research, C. for D. E. and. (2020, January 8). Office of Therapeutic Biologics and Biosimilars (OTBB). 
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information resources and development tools for sponsor of biosimilar applications.”155 

The publication of the BAP implies a renewed commitment from the FDA to resolve 

issues of inefficiency and public skepticism of biosimilars,  and to spur greater market 

competition that more acutely resembles the types of price reductions that occurred in the 

generic drug market after Hatch-Waxman.  

While the BAP alone may not confront issues of patient or physician trust in 

biosimilars, a report explicitly stating support of biosimilars and an emphasis on revising 

biosimilar guidelines to spur biosimilar development is a clear signal of support to 

biosimilar manufacturers and their stakeholders. In December of 2018, the FDA released 

guidance for the industry “New and Revised Draft Q&As on Biosimilar Development 

and the BPCI Act (Revision 2).”156 The Q&A, which include inquiries from stakeholders 

across the healthcare system, answer various questions addressing areas of concern from 

physicians, manufacturers, pharmacists and patients. The Q&A represents another 

example of transparent communication lines and commitment from the FDA to 

biosimilars.  

Responses by the FDA in the Q&A offered guidance to enable success for future 

biosimilar manufacturers, assuaged concerns of potential risk for pediatric patients 

considering a biosimilar, and explicated interpretations of how the FDA understands legal 

code definitions of aspects of biologics and biosimilars. The continued release of Q&As 

and scheduled meetings between biosimilar manufacturers and the FDA signal 
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transparent lines of communication between regulators and biosimilar applicants, and a 

clear federal effort to change the current state of the U.S. biosimilar market. Within the 

context of the FDA’s directive as a regulator and protector of American health concerns, 

FDA advocacy for the efficacy and safety of biosimilars can be interpreted as a green 

light to patients and providers who may have been skeptical. Exposure to biosimilars is a 

key quality to developing support and trust for clinical efficacy.157 Additionally, efforts 

by the FDA to actively market the value of biosimilars and educate stakeholders on the 

safety of biosimilar products suggest an internal urgency within the agency to change the 

public skepticism of biosimilars in comparison to the originator biologic. However, to 

fully understand the FDA’s confrontation with skepticism, I will explain how FDA policy 

shaped the rhetorical ecology of biosimilars in a way that cultivated an environment for 

this skepticism to grow.  

The BPCIA, signed into law in 2010, created a two-tier abbreviated regulatory 

pathway for approving biosimilars, akin to the Hatch-Waxman ANDA system, but for 

complex molecule drugs.158 The BPCIA laid out requirements that a follow-on biologic 

(biosimilar) needed to meet to obtain FDA approval to go to market, offering initial 

guidelines for biosimilar manufacturers to keep in mind during development to ensure 

approval. However, the BPCIA also created an additional set of guidelines that a 

biosimilar could meet to qualify for higher status. A follow on biologic that met initial 

biosimilar requirements, demonstrated equivalent clinical results as the reference product, 
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and demonstrated it was safe for patients to switch from the reference product would be 

called an interchangeable product.159 Interchangeable products, as a qualification that the 

FDA deemed higher than biosimilar, created a perception that biosimilarity may not be a 

sufficient standard for physicians or patients, even if the biosimilar had passed FDA 

approval. If a biosimilar was approved, but was not an interchangeable product by the 

regulatory definition, it could be inferred that the biosimilar did not fulfill requirements to 

be considered interchangeable for clinical purposes, did not show clinical results as good 

as the reference product and/or that patients may not be safe to switch from the biologic 

to the biosimilar. Biosimilars can only qualify for interchangeable product labelling with 

post-marketing evidence (data developed after market entry).160 Switching studies are the 

processes by which a biosimilar can prove safety to claim interchangeable product status 

with the FDA, but switching studies require post-market entry evidence.161 Therefore, a 

biosimilar cannot meet FDA regulations for an interchangeable product upon release. 

Thus, biosimilars immediately can be framed as inferior to the originator upon market 

entry.  

In 2018, Pfizer submitted a citizen petition to the FDA asking the regulatory body 

to condemn industry communication on biosimilars regarding potential inferiority. Lisa 

M. Skeens, vice president of global regulatory affairs for Pfizer, wrote that slow growth 

in the U.S biosimilars market stemmed from “the efforts of certain reference product 

sponsors to disseminate false and misleading information that casts doubt about the safety 
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and efficacy of biosimilars in the minds of patients and prescribers.”162 Cited in the letter 

to the FDA, Pfizer cites specific instances from biologics manufacturers (and fellow 

members of the trade group PhRMA) of communications that misled the public’s 

understanding of biosimilars through implications that biosimilars were not proven safe 

or demonstrated equal clinical results to the brand name biologic.163 The letter from 

Pfizer to the FDA states that such misleading material “create undue confusion as to 

biosimilarity and interchangeability, inflate the risks associated with a physician-directed 

switch to a biosimilar, and cast doubt on the safety and efficacy of biosimilars 

generally.”164  

Former FDA Commissioner Scott Gottlieb, in an interview with the Washington 

Post before leaving the FDA, said “I am worried that there are either deliberate or 

unintentional efforts by branded companies to create confusion (about the safety and 

effectiveness of biosimilars). (These messages) can potentially undermine consumer 

confidence in biosimilars in ways that are untrue…(and) negatively impact a patient’s 

judgment about an otherwise safe and effective product.”165 The deliberate 

misinformation by biologics manufacturers are tied to an argument of biosimilars’ safety 

based on its interchangeability, rather than its approval by the FDA. These tactics are a 

slight adjustment to the narratives applied to generic drugs to insinuate their inferiority to 

brand name drugs, but with the added credibility of an FDA regulatory distinction. No 
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biosimilar has met the standards necessary to qualify as an interchangeable product, as of 

April 2020. Many biosimilar manufacturers had abandoned efforts to pursue switching 

studies to potentially earn the interchangeable product distinction, until the FDA 

published further guidelines on achieving interchangeable product status in May of 

2019.166  

The misinformation campaign about interchangeability and previously difficult 

standards for how a biosimilar could achieve interchangeability created a rhetorical 

environment that inevitably would have enabled physicians and patients to doubt the 

safety and efficacy of biosimilars. False characterizations of biosimilars are built on 

polysemic interpretations of interchangeable products. While the FDA regulations deem 

interchangeable products as a secondary threshold that a biosimilar can reach after FDA 

approval, physicians and patients may understand interchangeable products as true 

qualification that a follow-on biologic is as safe and efficacious as the originator biologic. 

The difference in comprehension of FDA regulations across sites in the American 

healthcare system was utilized by biologics manufacturers to rhetorically safeguard their 

biologic’s market share.  

The two-tiered system established by the BPCIA enabled the public 

misinformation campaign by biologics manufacturers on the safety and efficacy of 

potential biosimilar competitors. While education efforts and greater clarification for 

biosimilar manufacturers in their potential pursuit of interchangeable product status have 

expanded in recent years, the belated efforts to tackle the rhetorical issues that arise from 
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a two-tiered regulatory pathway system have enabled misinformation to disseminate and 

allowed a narrative of biosimilar inferiority or danger to calcify. In a study from 2016 

seeking to better understand trends from various physician specialties on biosimilars, 

55% of oncologists, hematologists, nephrologists, gastroenterologists, dermatologists and 

rheumatologists did not believe biosimilars would be safe and appropriate for use in 

naïve and existing patients.167 Those numbers were relatively similar across each of the 

groups, with 65% of rheumatologists representing the professionals most skeptical of 

biosimilars, of those polled. Initial doubt in biosimilars from rheumatologists is relevant, 

as the 2017 market entrances of Pfizer’s Inflectra and Merck’s Renflexis as biosimilar 

competitors to Janssen’s Remicade (infliximab) would be heavily aimed towards 

rheumatology patients.168 The FDA’s slow action to roll out education campaigns, which 

could have preempted market entrees, enabled biologics manufacturers to initiate 

discussion on biosimilars, driving dialogue around safety concerns of fledgling 

biosimilars. While insurance companies and formularies have a significant role in 

managing prescription decision making, physician and patient trust in biosimilar safety 

are components that shape the dialogue around potential uptake opportunities for 

biosimilar manufacturers and Medicare prescription rates.  

The FDA, as a regulatory agency, has a limited capacity to shape policy. The two-

tiered regulatory pathway, established by the BPCIA passed by Congress, was a distinctly 
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different system than implemented for biosimilars in Europe. In Europe, the European 

Medicines Agency (EMA), the European equivalent of the FDA, has deemed 

interchangeability as an inherent quality of all biosimilars. Interchangeability, according 

to the EMA, is “a comprehensive medical and scientific term referring to the medical 

practice of changing a medicine to another one expected to have the same clinical effect, 

including replacement of an originator with its biosimilar or vice versa, as well as of a 

biosimilar with another biosimilar.”169 By July 13, 2017, an FDA report found that after 

more than 700 million patient days of exposure to biosimilars in Europe, no new safety 

concerns had emerged that were not observed with the reference product.170 While there 

have been incidences of biosimilar products causing a reaction in patients171, 

complications are an inherent quality of medicine, rather than just of biosimilars. 

Regulatory oversight to ensure that such complications do not arise is necessary for all 

pharmaceutical products. According to EMA evidence, FDA confirmation of 700 million 

patient days of exposure without unexpected complications and the reality of batch to 

batch variance across any biologic products, clinically, interchangeability is an inherent 

quality of biosimilars. However, the clinical definition and FDA regulatory definition of 

interchangeability differ, creating a conflict within the discourse of biosimilars.  
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The BPCIA had locked the FDA into a two-tiered system that ensured that the 

regulatory definition of interchangeability defined it as a non-inherent quality of 

biosimilars. However, the FDA also made decisions that explicitly undermined a 

biosimilar’s capability to achieve interchangeability product status. Regarding the FDA’s 

initial guidance on Interchangeability, released in 2017, The Biosimilar Medicines Group 

(a sector group of Medicines for Europe) noted “the draft guidance did not take into 

account the wealth of evidence gathered in Europe where biosimilar medicines have been 

used in clinical practice.”172 The FDA cannot be held responsible for the two tiered 

system established by the BPCIA, but has explicitly made decisions since the act’s 

passage that have perpetuated narratives to enable physicians and patients to mistrust 

biosimilars.  

Although the EMA gave decision-making authority regarding interchangeability 

or substitution to members states of the European Union, “it appears that all states share 

the opinion that further clinical studies dedicated to assessment of switching are not 

required.”173 Countries in the European Union did not find complications stemming from 

switching or a disparity in efficacy between biologics and biosimilars. These EU member 

states’ evidence were reconfirmed by a Norwegian government funded study. In 2017, 

NOR-SWITCH was published on the use of switching from Remicade to Remisma 

(marketed as Pfizer’s Inflectra in the United States) in Norway. The two-year study 

indicated that there were no meaningful differences in safety or efficacy between the 

biosimilar and reference biologic and found that switching from the biologic to the 
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biosimilar posed little risk for patients.174 However, by the time of the publication of the 

NOR-SWITCH study, the two-tiered system was already concrete in the United States. 

At the time of passage of the BPCIA, the act rejected the EMA’s decentralization of 

interchangeability policy, establishing biosimilars and interchangeability as distinctly 

non-inclusive, until proven otherwise.  

The FDA, while not responsible for the two-tier regulatory pathway, enabled a 

false dichotomy between biosimilars and interchangeable products to develop. The FDA, 

in 2011, indicated that “(the FDA) believes that biosimilarity must first be established 

before any studies into interchangeability can be performed.”175 The Generics and 

Biosimilars Initiative, in 2011, stated on the topic of proving biosimilarity before 

interchangeability, “This approach, however, has raised questions as to what would 

happen if a product was deemed not interchangeable.”176 Interchangeability, which 

Europe applies as an inherent quality of biosimilars, is a rhetorical device enabled by the 

FDA and utilized by brand name biologics manufacturers. The interchangeable product 

tier above biosimilars rejects existing real world evidence that biosimilars are equally 

safe and switchable with their reference biologics. The existing FDA regulatory approval 

structure supports a since disproven false distinction between biosimilars and 

interchangeable products in the United States. The existence of the disproven two-tiered 

                                                
174 Mehr, S. (n.d.). NOR-SWITCH Shows That Switching Infliximab Biosimilar Is Safe. Center for 
Biosimilars. Retrieved April 23, 2020, from https://www.centerforbiosimilars.com/news/norswitch-shows-
that-switching-infliximab-biosimilar-is-safe 
 
175 Interchangeability (switching and alternating) of biosimilars. (n.d.). GabiOnline. Retrieved April 23, 
2020, from http://gabionline.net/Biosimilars/Research/Interchangeability-switching-and-alternating-of-
biosimilars 
 
176 Ibid.  



Jarvis 64 

 

interpretation of biosimilar quality has shaped physician and patient perception of 

biosimilars and has been used to justify policy by insurers and state legislators.  

The FDA’s interchangeable product inherently misdiagnoses the reality of what 

biologics and biosimilars are. Biologics are complex molecule drugs. Biologics and 

biosimilar manufacturing processes ensure that biologics or biosimilars can be 

manufactured to mimic similar clinical results each time. However, natural variable 

differences are inherent because of the complex nature of biologics manufacturing. For 

example, “it may not be possible to recreate the active ingredient without the addition of 

side chains or glycosylated groups, which may change the clinical or immunogenic 

properties of the new molecule.”177 Sections of the biologic product vary from batch to 

batch. Biologics and biosimilars have the inherent challenge of inevitable variation from 

batch to batch. The clinical, but not structural, replicability of a biologic or biosimilar lie 

in the intense rigor of the manufacturing process to ensure that efficacy, purity and 

bioequivalence are the same in each batch. However, there is a natural variability 

inherent in biologics manufacturing that may affect aspects of a given batch, within a 

certain range. Therefore, current batches of biologics could be considered follow on 

products of themselves, albeit without all the evidence of biosimilarity offered by 

biosimilars. Mehr and Zimmerman conclude that “one might consider today’s long-

available biologics, in some cases, as biosimilars to themselves. However, even if this is 

the case, reports of altered clinical or safety profiles of such compounds have been 

exceedingly rare.”178 A 1996 FDA guidance resolved this potential complication for 
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biologics, ensuring that differences between reference biologic batches after multiple 

manufacturing changes would not impact patient access if clinical efficacy was 

unchanged.179 Clinical trial data across batches is not required of biologics. The conflict 

of interpretations of biologics between the 1996 guidance and BPCIA were 

acknowledged by Gillian Woollett in an interview with Managed Care.180 A policy or 

argument that determines the achievement of interchangeable product status as an 

effective standard for biosimilar safety ignores the reality of what are biologics. Variance 

between batches of the same biologic, inherently, carry similar risks of potential 

differences as between a batch of the reference biologic and its biosimilar. The current 

FDA regulatory system pretends that risks of potential differences between batches of 

biologics versus batches of biosimilars are different. The FDA does not require data on 

differing effects from batch to batch of any biologic or biosimilar product. Switching 

from a biologic to a biosimilar may be no different than switching from one batch of a 

biologic to another batch of the same biologic.  

 The FDA regulatory interpretation of interchangeability has been utilized to 

create a narrative of biosimilars as inferior to their reference biologics. In recent years, 

the FDA has launched a campaign to better inform physicians and patients about 

biosimilars, to counteract these false narratives.181 Identifying how physician 

understanding functions is crucial to understanding the rhetorical ecology engaging 
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biosimilars. In 2016, a study identified five major knowledge gaps from US physicians. 

Safety of a biosimilar compared to the originator biologic and understanding of what are 

biosimilars were central to these knowledge gaps.182 A physician’s familiarity with and 

understanding of biosimilars affect safety and efficacy perceptions, as well as comfort 

with prescribing a biosimilar to a patient.183  

Poor understanding and problematic narratives around potential danger of a 

biosimilar, compared to the originator biologic, stem from a few factors. Incongruency of 

standards and interpretations of interchangeability between the United States and 

European Union have contributed physician uncertainty in the biosimilars. A 

dissimilarity between FDA and EMA material on biosimilars and their interchangeability 

with biologics creates a perceived debate around the safety and efficacy of biosimilars. 

The FDA’s two-tiered system of biosimilars/interchangeable products functions as an 

argument against the safety and efficacy of biosimilars, in contrast to the EMA’s 

interpretation. The FDA’s higher standards of interchangeability function as a detraction 

towards biosimilars, even as the agency pushes for more biosimilar uptake. This conflict 

between FDA and EMA explanations of inherent qualities to biosimilars contributes to 

professional sites’ understanding of biosimilars. The acceptance of European 

interpretations of inherent interchangeability over an American interpretation of 

biosimilars’ unproven interchangeability could create a professional conflict, as the 
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acceptance of European evidence could be understood as a rejection of the FDA, which 

American physicians may trust to ensure safety in all other pharmaceutical products. The 

FDA/EMA differing definitions of interchangeability creates a conflict on interests for 

physicians who believe in the real-world evidence of biosimilars but are more inclined to 

trust the FDA as the American regulatory body.  

As the FDA takes steps to educate the public on biosimilars, physician sentiment 

about the safety and efficacy of biosimilars should evolve. However, the FDA’s threshold 

for an interchangeable product, a demonstration that there are no adverse consequences 

transitioning between a biologic to a biosimilar and back, called switching studies, 

remains a part of the discourse that defines biosimilar perception. A 2017 study identified 

“potential for patients to be switched without clinician knowledge” as a major hesitancy 

for 68% of American physicians.184 Patients and physicians may not necessarily know 

that there is variance across batches of the same biologic product, but perceive there may 

be complications in a change from brands because there is an awareness of brand name 

shift, but not biologic product structure shifts. Nonmedical switching by pharmacists 

from a brand name to a generic drug enables savings for patients. However, physicians 

and state legislators have been hesitant around nonmedical switching for biosimilars. 

Even though all biosimilars currently on the market are infusion products that must be 

injected or infused by a physician or nurse,185 numerous self-injectable biosimilars are 

expected to come to market in the coming years.186 Shaping biosimilar perceptions before 
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these self-injectable biosimilars come to market could impact future potential uptake of 

biosimilars and the public discourse around their safety.  

While physician prescription of biosimilars relies on an individual’s trust in 

biosimilar safety and efficacy and willingness to pay for a biosimilar, the role of health 

insurance is perhaps a greater factor towards greater biosimilar uptake. European 

insurance markets, in contrast to the United States’ insurance markets, have national 

listings of drug prices, called formularies, established by the federal government dictate 

national public and private drug prices and access.187 However, in the United States, 

private health plans’ formularies are dictated by price negotiation by pharmacy benefit 

managers (PBMs) and Medicare Part B and D (which cover biologics) formularies are 

dictated by a formula based on average sales price (ASP).188 In the current healthcare 

environment, PBMs develop formularies through contracts for insurance companies 

through negotiation with pharmaceutical manufacturers. The pharmaceutical 

manufacturers can offer deals to the PBMs. These deals, called rebates, are paid to the 

PBM to incentivize insurance companies’ health insurance plans to prefer their drug over 

a competitor’s.189 However, this has created a system that can undermine competition and 

patient access to drugs.  

One of the first biosimilar challengers to come onto the market was Pfizer’s 

Inflectra, in 2016, to compete against Johnson & Johnson’s biologic, Remicade.190 Pfizer, 
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and later, Merck with their biosimilar, Renflexis, entered the U.S. market to take market 

share from Remicade. However, by late 2018, despite significant price reductions from 

Inflectra and Renflexis compared to the price of Remicade, Remicade still controlled 

93% of the market share.191 Pfizer filed a lawsuit against Johnson & Johnson, alleging 

that the biologic manufacturer was creating contracts with insurance companies for 

Remicade that were anticompetitive and intended to block Inflectra sales.192 Utilizing 

high rebates and market dominance before biosimilar uptake could begin in full, Johnson 

& Johnson set up exclusive contracts with almost 50% of the insurance market, bundling 

discounts for multiple drugs and medical devices in exchange for disincentivized 

biosimilar use against their Remicade biologic.193 Johnson & Johnson created an 

environment where physicians and patients had no incentive to start a biosimilar or 

switch from a biologic. The rebate and formulary system can enable anticompetitive 

behavior that locks out biosimilar usage. Biosimilar education can affect to patient and 

physician risk perception and behavior upon prescription, but insurance companies still 

have an outsized effect on uptake rates if there is a sharp price discrepancy or exclusivity 

deal that dictates prescription and coverage rates.  

Biosimilar uptake, as in the case of Remicade and its biosimilars, can be 

completely undermined based on which products are covered on a given patient’s 

formulary. The gatekeeping of biosimilars through insurance formulary coverage 
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undermine potential for biosimilars to take market share, and thus, continue to drive 

down prices for patients. The continuing dialogue around biosimilars as an entity that can 

net profits for manufacturers requires success stories. The early failures of Inflectra and 

Renflexis as effective competitors to Remicade serve as anecdotal evidence for the 

biosimilar industry and stakeholders in the American healthcare system.194  

The case of Remicade, Inflectra and Renflexis also carry a polysemic aspect that 

shapes stakeholder perception of what is the reality for biosimilars. For some, 

Remicade’s sustained market dominance, despite biosimilar competition, have created an 

exigence for addressing the formulary system as an abusable part of the American 

healthcare system.195 For others, Inflectra and Renflexis’ ‘failure’ justifies that future 

investment into biosimilars would be impractical and Congress should legislate to create 

a system that controls biologics prices and ensures their profitability as a natural 

monopoly.196 Individual cases of biosimilar market uptake may not be indicative of any 

other biosimilar’s market success, due to the individual nuances inherent to every drug 

class. However, the failure of biosimilars to ‘break’ the monopoly of given biologic 

serves as confirmation for industry pessimism of biosimilar market uptake success and 

reinforce the narrative that large pharmaceutical manufacturers are too powerful to 

effectively challenge.197 Pharmaceutical giant Merck, which had commercial 
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responsibility for Renflexis, has decided to “spin off” their biosimilar products into a new 

company.198 While their press releases justify the spinoff as an effort to focus on the 

manufacturer’s existing biologics, the action can be perceived as a waving of the white 

flag on biosimilars. The Wall Street Journal characterizes the move as an action to dump 

“Slow-Growth Products.”199 The case of Remicade and its biosimilar competitors does 

not address any questions about safety or efficacy, which drive physician and patient 

mistrust of biosimilars. But it represents a significant piece of real-world evidence 

contributing to the narrative of poor biosimilar market viability, in the United States.  

Insurance companies have developed a set of guidelines intended to incentivize or 

disincentivize biosimilar prescription. Fail-first policies “require patients to receive the 

originator biologic before a biosimilar can be prescribed.”200 Fail-first policies determine 

that an insurer will not cover (pay for) a product unless a patient is deemed “medically 

necessary”, which requires that the patient has a “history of intolerance, contraindication 

or adverse event” or a sustained period of minimal clinical response.201 Functionally, fail-

first policies restrict patient choice and undermine potential for biosimilars to earn market 

share and drive prices down through competition. Rhetorically, a fail-first policy that 

dictates biologic over biosimilars silences biosimilar options and argues to the patient that 

something is wrong or inferior with the biosimilar options, compared to the “preferred”202 
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biologic products. The term “preferred”, used by insurance companies to label which 

products will be covered prior to fail-first, suggests covered products are of higher quality 

or have demonstrated a greater success rate than other options. Fail-first policies 

contribute to the misinformation around biosimilars as having a differentiating quality 

from their originator biologic or biosimilar peers, which has not been determined by the 

FDA.  

UnitedHealthcare, which was the largest insurance company in the United States 

with 14.1% market share203, cites both Johnson & Johnson’s Remicade biologic and 

Pfizer’s Inflectra biosimilar as preferred infliximab products. The dual preference of a 

biologic and biosimilar goes a step further and suggests to patients that don’t have 

knowledge of contracting and pricing between a manufacturer, PBM and insurer that 

even biosimilars have differentiating levels of quality. This trend of preferring a biologic 

and a biosimilar will play a role in the biosimilar market as more competitors are 

approved. Biosimilars manufacturers who cannot afford to negotiate large exclusivity 

contracts or manufacturers that do not fit the narrative of a “trusted” pharmaceutical 

manufacturer (such as an Indian or Chinese biosimilar manufacturers) will have their 

products locked into a fixed position which will justify the narrative of biosimilar 

inferiority and untrustworthiness.  

United Healthcare has made several adjustments to their fail-first policy, altering 

which products are “preferred” from quarter to quarter. In the fourth quarter of 2018 (Q4 

2018), United Healthcare labelled Inflectra and Renflexis as the preferred infliximab 
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products, leaving Remicade as not preferred. Then, in a May announcement for the third 

quarter (Q3 2019), United Healthcare announced that Inflectra and Remicade would now 

be the preferred products. These changes likely are not the result of new medical data, but 

rather, new rebate contracts that manufacturers will pay to UHC to earn the pole position 

of preferred. Demographic information of existing patient drug choice may also have 

played a factor. However, even though Inflectra was considered a “preferred” biosimilar, 

UHC required that “Physicians must attest that clinical response to a biosimilar would be 

expected to be superior to that of Remicade”204 to switch from Remicade to a biosimilar 

option. It would be clearer to list product preferences as Remicade first, then Inflectra, 

and then, after failure of both options, Renflexis. This creates a ranking order of biologics 

and biosimilars, which could be perceived as product ranking of safety, efficacy and 

accessibility. Patients who had UHC coverage of their Renflexis six months earlier, may 

not after formulary preferred drug changes. Coverage of a preferred drug for a chronic 

condition (like rheumatoid arthritis or Crohn’s disease205) can change.  For Renflexis 

patients, the invariability of a patient’s drug coverage may drive mistrust in Renflexis, 

not because of safety or efficacy, but because patient access, unbeknownst to the patient, 

will be tied to how large of a rebate the drug manufacturer can offer. Smaller biosimilar 

manufacturers who cannot afford large rebate contracts, or manufacturers who have been 

unable to capture a large enough portion of the market to be able to profit or cover costs 
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may cease production of their biosimilar products. The impact of constantly shifting 

formulary coverage contributes to patient and biosimilar manufacturer discourse, 

potentially undermining patient trust in biosimilar coverage and manufacturer trust in 

sustainable market conditions.  

To achieve interchangeable product status, a biosimilar manufacturer must prove 

through switching studies that a biosimilar is safe to be switched onto from a biologic.206 

Rhetorically, these guidelines imply that a patient on a biologic cannot switch onto a less 

expensive biosimilar. However, Europe has had no such issues with patients developing 

complications from switching from a biologic to its biosimilar.207 Despite this reality, the 

EMA has left the decision making on switching policy up to individual member states. 

Most European member states have chosen to fully prohibit or limit pharmacy-level 

automatic substitution, but some have established a legal framework to enable pharmacy-

level substitution of biosimilars, like exists for generic drugs. State legislatures have 

enacted their own regulations to establish guidelines and protocol on physician switching 

of patient prescription and pharmacy substitution of a biologic or biosimilar of another. 

The state policies on biosimilar substitution are generally dependent on communication 

between physician and pharmacy.  

Several states have elicited specific recommendations or protocol to facilitate an 

ethical management of biosimilar substitution. Some states have “Prescriber Decides” 

policies, in line with generic drug substitution policy, where a physician would be able to 
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prevent substation by stating “dispense as written” or “brand medically necessary.”208 

Dispense as Written (DAW) require the explicit statement of a physician not to substitute 

the prescription.209 In these states, there is a clear communication that leaves no area for 

interpretation at the pharmacy. However, other states may have policies that muddy clear 

instruction and communication of viable biosimilar options. These states use a 

notification system, where a pharmacy notifies a physician or a patient upon substitution. 

However, there has been some criticism of both the title of a ‘notification’ system and the 

risk that a notification or request for consent from a patient may discourage use of an 

approved biosimilar.210 A notification system implies that something has occurred that 

requires urgent warning of a physician or patient of a change in care. Additionally, 

physicians don’t need to be notified when a patient switches from a batch of a biologic to 

another batch of the same brand. Since 2015, new bills have referred to the notation 

system as a “communication with” a physician or patient.211 This rhetorical change in the 

policy and its implementation makes biosimilar substitution more appetizing for patients 

and physicians, who may be concerned or skeptical of biosimilar safety. The urgency of a 

notification system compounds with misconceptions and misleading narratives about 

biosimilar safety. Tackling the demystification of biosimilars requires continued 

education of biosimilar stakeholders. However, it also requires that key biosimilar 
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stakeholders have the capacity to explain and communicate to each other, confronting the 

perceived risks of biosimilars at each point in the biosimilar prescription process.  

The BPCIA defines an interchangeable product as a pharmaceutical that “may be 

substituted for the reference product without the involvement of the health care provider 

who prescribed the reference product.”212 The text of the BPCIA implies that automatic 

pharmacy substitution is an eventual destination for biosimilars that demonstrate safety. 

However, the FDA offers no recommendations on switching with biosimilars, only on 

switching studies or interchangeable products (of which, there are none). The absence of 

recommendation or national instructions on how physicians or pharmacists should 

approach switching someone from a biologic or biosimilar to another reference product 

creates uncertainty. The lack of a standard protocol or approach from the federal 

government on how insurance companies should be policed on how insurance coverage 

of biosimilars can be dictated has enabled insurance formularies to radically change their 

coverage from quarter to quarter. With rapidly shifting coverage under formulary 

preferred drug status, patients are put in the uncomfortable position of managing their 

own biologic/biosimilar transition strategies. Even if there is not clinical evidence of 

potential patient harm for switching across products, patients can experience discomfort 

and perceive risks if they are forced to decide or negotiate with their physician how a 

transition from one product to another would occur. While this may offer patients greater 

autonomy and capacity to take control of their own healthcare, it also presumes that 

individual patients and physicians will be able to sift through the complexities of shifting 
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formulary coverage and the fog of uncertain biosimilar safety and efficacy narratives. 

The laissez faire approach from the FDA on biosimilar switching or substitution 

complicates healthcare protocol and enables different standards and requirements to 

develop around the country. The FDA has recently clarified/lowered requirements for 

switching studies and achieving interchangeable product status, so the harmonization of 

national biosimilar protocol will be another difficulty that clouds biosimilar 

patient/provider/insurer discourse in the coming years.  

Within the context of the FDA’s expanded education initiatives and active 

communication with biosimilar manufacturers on achievability of interchangeable 

product status, it seems that the Trump Administration FDA has clearly identified 

biosimilars as a viable solution to help confront rising national biologics prices. The 

success of initiatives will probably be hard to distinguish until 2023, when Abbvie’s 

Humira biologic comes off patent.213 With five biosimilar competitors set to come on the 

market to challenge Humira, a self-injectable that could be substituted for a biosimilar at 

a pharmacy, Humira’s patent exclusivity expiration is being foretold as the best indicator 

of biosimilar success in U.S. market. The mark of success varies across stakeholders. For 

legislators, the role of biosimilars is tied to drug pricing and patient access. If out of 

pocket payments were to drop significantly for patients prescribed Humira or a Humira 

biosimilar, it would be an indicator that FDA and Congressional initiatives had created an 

environment that was supportive of patient access or signal to biosimilar manufacturers 

of potential opportunity for biosimilar uptake. However, likely until Humira come to 
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market, Remicade and its biosimilars will remain the most prominent cautionary tale for 

biosimilar investment. A failure of Humira’s biosimilar competitors to draw market share 

away from Humira would reinforce many of the fears from stakeholders that the U.S. 

biosimilar market is an insurmountable challenge for potential biosimilar competitors. 

Some legislators have already identified this insurmountably and have pushed 

Congressional proposals for other forms of drug pricing solutions. Congressional and 

Executive Branch pressure on the FDA has had an impact on the biosimilar regulatory 

system, but recent initiatives to tackle high drug prices through non-biosimilar related 

solutions may derail the progress made so far to develop the U.S. biosimilar market.  
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Chapter 3: Drug Pricing Policy Discourse 

 High drug prices have been the driving force behind legislation and FDA 

initiatives in support of generic and biosimilar uptake. Up to this point, I have explored 

the various barriers inherent to the existing biosimilars landscape, in the history of follow 

on products, in legal practice, and in regulations. However, consideration of FDA policy 

and its effects must be also done within the context of legislation and the exigencies of 

Washington, D.C.  

Drug pricing dialogue is a significant issue in Federal discussions on healthcare, 

as well as a tool for campaign trails. Congressional discourse on effective solutions to 

drug pricing has evolved over time, influenced by patient advocacy, corporate lobbying, 

think tanks and other stakeholders. The current crisis of high drug prices that threaten 

patient access is not a new phenomenon. However, focus on the inaccessibility of 

medicine due to pricing, highlighted by a handful of high-profile events that have 

highlighted this inequity, have created momentum for legislative drug pricing solutions. 

In this chapter, I explore the role of biosimilars within the Federal discourse on drug 

pricing solution. The dialogue around potential drug pricing solutions have an impact on 

potential biosimilar uptake solutions. However, biosimilars are not necessarily a 

component of how some perceive high drug prices may be solved within the United 

States. The high-profile events that magnify the urgency to address high drug prices and 

Congressional proposals for drug pricing solutions function as performative evidence that 

captures the existence of a crisis of patient access to affordable drugs. Biosimilars exist 

within the drug pricing discourse but lack the same high profile as other potential drug 

pricing solutions.  
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The two-tiered system that established interchangeability as a non-inherent 

quality of American biosimilars was established in the BPCIA. In 2006, Representative 

Henry Waxman and Senator Chuck Schumer authored H.R. 6257, the Access to Life-

Saving Medicine Act (ALSMA). ALSMA, if it had been passed, would have defined 

biologic products “that are inherently comparable while also reserving the FDA’s 

discretion to find comparability between products as long as the applicant product and 

reference product operated in effectively identical ways.”214 The requirements for 

interchangeability in ALSMA merely stated that the biosimilar product had a comparable 

molecular structure to the reference product.215 Conversely, in 2007, Representative Jay 

Inslee introduced the Patient Protection and Innovative Biologic Medicines Act of 2007 

(PPIBM). PPIBM starkly contrasted ALSMA, offering twelve years of biologics 

exclusivity, significantly higher thresholds for minimum data requirements, prohibiting 

any biosimilar products from being designated as interchangeable, prohibiting the FDA 

from accepting biosimilar applications for twelve years and would have given biologic 

manufacturers additional years of exclusivity upon each approval of different medical 

indications.216 The additional years of exclusivity upon approval for treatment of different 

therapies is known as evergreening, a strategy heavily used by brand name manufacturers 

to gatekeep potential generic competitors.217 The compromise from the 

Waxman/Schumer camp and the Inslee camp (Jay Inslee, whose largest campaign 
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contributor during his final House seat run in 2010 was biologics manufacturer, 

Amgen218) created the two tiered regulatory system.  

The compromise in BPCIA represents an ongoing conflict among legislators on 

how to strike a balance between supporting brand name manufacturers and increasing 

patient access of expensive drugs. Since the passage of the BPCIA in 2010, legislation 

related to biosimilars has been slow to move out of committee or to be taken up in the 

Senate. However, the proposals that have not been passed also shape drug pricing policy 

discourse. These proposals communicate how some House Representatives and Senators 

perceive biosimilars to be a solution to the drug pricing problem. However, the absence 

of biosimilars within certain proposals communicate an equally relevant perspective that 

certain politicians and stakeholders do not perceive biosimilars as an effective price 

control mechanism.  

The FDA, as explained in the Regulatory Barriers chapter, can shape dialogue on 

biosimilars. It is important to understand the potential of Congressional and Executive 

Branch influence to affect FDA internal policy. The FDA has changed over time. The 

FDA was borne from a public health scandal related to unregulated commercial drugs 

and a system of gatekeeping of drugs and inspections of manufacturing sites was 

created.219 Today, the FDA has been stretched thin by the global manufacturing supply 

chains. The FDA has evolved into a regulatory agency that protects American consumers 

via its gatekeeping of drug applications, as the FDA has been unable to meet the 

inspection staffing needs adequate for the increase in foreign manufacturing sites that 
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send drugs to the United States.220 The inability to effectively monitor and oversee has 

contributed to the merging of  the protector and gatekeeper roles, as explained in Chapter 

1. As the FDA’s capacity has changed, high profile incidents, like the Generic Drug 

Scandal and Ranbaxy Drug Fraud, have contributed to an environment where the FDA is 

more susceptible and responsive to political pressure from Congressional legislators221 or 

the executive branch.222 Additionally, the lobbying power of PhRMA has raised concerns 

as to whether the FDA may be influenced by pharmaceutical companies.223  As such, it is 

important to reevaluate what is the directive of the FDA, within the context of 

biosimilars. 

The directive of the FDA has come into question several times over the past two 

decades. In the Ranbaxy case, FDA officials continued to approved Ranbaxy ANDAs, 

despite mounting evidence through the investigation that drug data from specific 

manufacturing sites were falsified. During the Ranbaxy investigation, decisions were 

made to approve Ranbaxy drugs due to pressure from the U.S. State Department, over an 

Indian peace deal, and a letter from Senators, urging the FDA to approve ANDAs to 

bring affordable generic drugs to American patients.224 In 2004, the FDA made an 
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atypical decision to deny a prescription to over-the-counter switch, despite advisory 

committees recommended approval. It was the only denied switch out of the 68 proposed 

switch decisions made from 1994 to 2004. The switch application was for Plan B, an 

emergency contraceptive, nicknamed “The Morning After Pill.”225 Susan F. Wood, 

former FDA assistant commissioner women’s health, stated, “It was ideological and 

political interference that made what should have been a straightforward approval process 

a contested one.”226 Wood, after leaving the FDA, highlighted additional examples of 

inappropriate political interference that undermined patient access to Plan B.  

The pattern of behavior from the FDA suggests decision making from the FDA on 

biosimilars may also have been dictated by political pressure. The FDA’s resistance to 

harmonizing with the EMA’s guidance for biosimilars227 and increased biosimilar 

education campaigns228 may be driven by counteracting political pressures to both 

support biologics and biosimilars. The FDA’s contrasting messages on biosimilars signal 

to stakeholders that decision making is susceptible to lobbying interests. Thus, the 

dialogue around biosimilars is not motivated by purely by scientific evidence or 

inspection evaluations, but also by lobbying power in Washington. The dialogue around 

biosimilars within the FDA is simply a microcosm in a greater battle for influence over 

American healthcare. The directive of the FDA— which can be misconstrued as an 
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independent, non-partisan agency— shifts in reaction to this battle for influence over 

American healthcare.  

Several public events in recent years have publicly demonstrated the reality of 

American healthcare inequity. We can understand these events and their impact on 

discourse as performative evidence. Reapplying James Benjamin’s Performatives as a 

Rhetorical Construct229, we can understand these events as rhetorical acts. The 

performance of a Congressional investigation or Congressional hearing, like the Dingell 

hearings, can aid the shift of narratives in legislators and other stakeholders. Performative 

rhetoric can also create an exigence, alerting siloed stakeholders to relevant information. 

Major events in recent years that have impacted the political discourse around drug 

pricing have driven an exigence to address the issue of predatory pharmaceutical 

corporations and health inequity through high drug prices. The exigence to solve high 

drug prices that restrict access from American patients affect power dynamics in 

Congress. Using the stories of American insulin rationing, investigations of Valeant 

Pharmaceuticals, and the May 2019 Senate Finance Hearings with major pharmaceutical 

manufacturer CEOs, I will briefly demonstrate various narratives that have informed 

perspectives of how to solve high American drug prices. Biosimilar discourse functions 

as a part of the framework of drug pricing discourse. While the case of Remicade and its 

biosimilar competitors, as well as the Pfizer lawsuit against Johnson & Johnson, are 

major events that have shaped discourse around biosimilars, these events do not 

sufficiently resonate within the drug pricing dialogue considering the greater scope of the 
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drug pricing discourse. Biosimilar discourse can be understood within the scope of the 

drug pricing discourse. The events I will highlight as significant in the shaping of drug 

pricing discourse are not directly related to biosimilars. Rather, these events have shaped 

different Washington opinions on how to address high drug prices. As a result, 

Washington D.C. stakeholders that deal with drug pricing have identified different 

solutions, including biosimilars, as the answers to the problem of high American drug 

prices. These other potential solutions to high drug prices, such as strict price controls, 

represent potential competition for oxygen within the dialogue of how to tackle issues of 

patient access to affordable medicine. 

 In 2015, Turing Pharmaceuticals CEO, Martin Shkreli, gained notoriety after New 

York Times reported that Turing had raised the price of their newly acquired AIDS drug 

Daraprim from $13.50 per tablet to $750 per tablet.230 The New York Times article went 

viral, soliciting a tweet from frontrunner of the Democratic presidential primary, former 

First Lady and former Secretary of State, Hillary Clinton. The tweet characterized the 

price hike as “price gouging” and initiated a greater conversation on drug pricing within 

the Democratic primary.231 The ensuing months, Senator Bernie Sanders and 

Representative Elijah Cummings began investigating price gouging of pharmaceuticals 

and Shkreli had several high-profile interviews where he justified his company’s 

actions.232 The price hike of Daraprim gained distinct notoriety, partially because of 
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Shkreli’s dismissive attitude and activity.233 Shkreli’s brashness became an embodiment 

of Big Pharma greed and power. Presidential candidates Hillary Clinton and Bernie 

Sanders found in Shkreli a figure that could be used for their campaigns to justify the 

need to address pharmaceutical manufacturers as a part of the drug pricing problem.  

News outlets continued to publish articles on Shkreli, Turing and Daraprim.234 

After Clinton announced a proposal to cap prescription drug prices, the trade group 

PhRMA condemned Turing’s price hike on Daraprim, stating that Turing “does not 

represent the values of PhRMA member companies.”235 However, the sequence of the 

Shkreli/Turing incident sparked a conversation on how pharmaceutical manufacturers 

rapidly increase drug prices. Investigations and Congressional Hearings of Valeant 

Pharmaceuticals demonstrated that the Turing method for acquiring drugs, only to rapidly 

increase profitability through drug pricing, was not a Shkreli isolated incident, but an 

industry tactic.236 The national focus on Shkreli and the Congressional hearings with 

Valeant CEO J. Michael Pearson237 were performative rhetorical acts that demonstrated 

to Congress and America that rising drug prices could be attributed to greedy 

pharmaceutical executives and predatory pricing measures. High profile Congressional 

hearings for other drugs whose prices have locked out patient access, particularly 
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EpiPen238 and insulin239, have become embodiments of the similar immoral and predatory 

behavior applied to Shkreli and Turing for Daraprim.  

While Daraprim, as a product with no competitors and an inelastic demand, could  

raise prices without losing market share, other drugs, like insulin, had several 

manufacturers that competed amongst each other for market share. However, competition 

between insulin manufacturers had not driven prices downward.240 Insulin became a 

poster child for high drug prices in America. Insulin shortages and stories of insulin 

rationing demonstrated that a system reliant on the market to compete and drive prices 

downwards was flawed. Additionally, prices for insulin were significantly higher in the 

United States, as opposed to Canada. Several news articles captured Americans who 

suffered adverse health effects or died from rationing insulin due to the high cost.241 This 

became a major topic during the 2020 Democratic primary race, with Bernie Sanders 

taking a trip with potential voters across the Canadian border to purchase insulin with 

reporters.242  
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Pricing had become an opportunity for candidates in their pitches for President to 

potential Democratic voters. On the campaign trail, discussion on drug pricing became a 

performative endeavor, where candidates had the opportunity to highlight potential 

corruption and demonstrate presidential qualities to potential voters.243 Similarly, the 

House of Representative and Senate held numerous Congressional hearings with 

pharmaceutical and insurance executives to discuss and highlight issues within the 

healthcare ecosystem. The performative nature of these Congressional hearings drove 

national dialogue, reinforced themes of greed from pharmaceutical giants and reiterated a 

need for a solution. 

Among the numerous Congressional hearings, the most prominent was likely the 

February 2019 Senate Finance Committee hearing, which invited executives from 

Johnson & Johnson, Sanofi, AbbVie, AstraZeneca, Bristol-Myers Squibb, Merck & Co. 

and Pfizer to testify on Drug Pricing in America.244 Representing many of the most 

powerful members of PhRMA, both Democrats and Republicans heavily criticized the 

pharmaceutical executives. Ranking Member Senator Ron Wyden directly implicated the 

CEOs, stating “Drug prices are astronomically high because that’s where pharmaceutical 

companies and their investors want them.”245 Pharmaceutical CEOs made commitments 

to lower prices, highlighted their concerns for House Democrats’ and President Trump’s 

proposals to enable Medicare price negotiation or international reference pricing and 

scapegoated PBMs as a liable party driving pharmaceutical prices upwards.246 The 
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rhetorical act of these hearings offered a space for pharmaceutical manufacturers to offer 

counternarratives into the drug pricing discourse and a human voice to the 

pharmaceutical manufacturers. The pharmaceutical CEOs’ performance in the Senate 

hearing proposed a potential for collaboration between government and private sector to 

drive patient access solutions.247 The fervor from Democrats and some Republicans, as 

well as the palpable friendliness between some Republican Senators and the CEOs, 

demonstrated the current relationship between Democrats, Republicans, and the 

pharmaceutical sector.248 Similarly, the hearing offered a platform to viewers and news 

media outlets to learn more about ongoing drug pricing proposals and their supporters.  

 The high-profile national news stories and Congressional hearings tied to drug 

pricing function as evidence of a drug pricing problem. Several parties, like House 

Democrats and the Trump administration, have proposed solutions utilized by other 

nations to curb drug prices. Negotiation of drug prices between pharmaceutical 

manufacturers and Health and Human Services and pricing utilizing a formula based on 

global drug pricing trends represent two of the major drug pricing solutions on which 

Democrats and the Trump administration have aligned.249  

Former FDA Commissioner, Scott Gottlieb, has subtly argued against these 

initiatives, focusing his argument on the rebate system as a culprit of high drug prices and 
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biosimilars as one of the necessary solutions.250 Proposals for international reference 

pricing and price negotiation represent potential competitors to legislative action in 

support of biosimilars. Though legislation in support of international reference pricing or 

price negotiation does not necessarily exclude legislation in support of biosimilars as 

well, individuals like Gottlieb argue that price control legislation would have a distinct 

adverse effect on the pharmaceutical system and would eventually hurt patient access, 

whereas biosimilars are a distinctly free market solution.251 Opponents of strict price 

control mechanisms see biosimilars as an alternative to price controls.252 Therefore, 

biosimilars function as a potential option that shares oxygen in the drug pricing policy 

discourse with other solutions. Biosimilars play a role as a free market solution in 

contrast to the rising tide of greater government control over healthcare pricing 

mechanisms. For pharmaceutical manufacturers, the strict price control policies proposed 

in bills like House Resolution 3 (H.R. 3)253 represent a significant threat to the current 

paradigm.254 Though many biologics manufacturers have taken actions to undermine 

biosimilars to protect their own biologics’ market share, biosimilars represent a lesser 

evil and more palatable change to the current healthcare system than strict price control 

mechanisms.  
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https://www.statnews.com/2019/12/09/hr3-wrong-path-lower-drug-costs/ 



Jarvis 91 

 

 There have been several proposed policies to improve biosimilar market 

conditions that have seen significant acceptance through Congress. Included in H.R. 3, 

which was the House bill on drug pricing which has not been taken up for a vote by 

Republican Senate Leader Mitch McConnell,255 were several amendments that explicitly 

focus on biosimilars. First proposed as a standalone bill, Section 812 of H.R.3 would add 

a 5-star rating system, which would enable the Secretary of Health and Human Services 

to publicly rate Medicare plans out of five stars based on whether their benefit structure 

incentivizes biosimilar utilization.256 Conveniently, a similar system was proposed in the 

Senate under Republican Senator Chuck Grassley’s Drug Pricing bill.257 The bipartisan, 

bicameral agreement on supporting biosimilar uptake in the Medicare plans represents a 

significant point of agreement in an increasingly partisan Congress. Two other bipartisan 

bills in the House represent significant meeting points between the two parties for 

potential legislation that could improve biosimilar market potential.  

The ACCESS Act would remove copays from patients who use a biosimilar on 

Medicare and the BIOSIM Act would increase doctor utilization and reimbursement for 

biosimilars.258 The BIOSIM Act was amended into H.R.3.259 Both parties have 

representatives who are willing to commit to improve the biosimilar environment, 

                                                
255 Scott, D. (2020, February 5). Trump called on Congress to pass a drug prices bill. Democrats reminded 

him they already did. Vox. https://www.vox.com/policy-and-politics/2020/2/5/21123917/state-of-the-
union-democrats-chanting-hr3-bill 
256 Text of H.R. 3: Elijah E. Cummings Lower Drug Costs Now Act (Passed the House version). (n.d.). 
GovTrack.Us. Retrieved April 26, 2020, from https://www.govtrack.us/congress/bills/116/hr3/text 
257 Text of S. 2543: Prescription Drug Pricing Reduction Act of 2019 (Reported by Senate Committee 

version). (n.d.). GovTrack.Us. Retrieved April 26, 2020, from 
https://www.govtrack.us/congress/bills/116/s2543/text 
 
258 Inserro, A. (2019, November 14). Organizations React to 2020 Medicare Part B Increases. Center for 
Biosimilars. https://www.centerforbiosimilars.com/news/organizations-react-to-2020-medicare-part-b-
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259 Reed, J. (2019, November 20). Bipartisan support for biosimilars is good. More would be better. STAT. 
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particularly in Medicare. However, both Republican and Democrat party leadership has 

clearly not made biosimilars a priority. A provision to increase Medicare reimbursement 

for biosimilars was amended to H.R.3 after House Speaker Nancy Pelosi’s team proposed 

the bill.260 Nancy Pelosi has championed her drug pricing bill, particularly the strict price 

control aspects.261 While there is no indication that Pelosi does not support biosimilars, 

the explicit absence of biosimilars from the original bill and her comments on H.R.3 

suggest that she does not perceive biosimilars to be a substantive solution to drug pricing 

issues. Similarly, Senate Leader Mitch McConnell has made no efforts to champion 

biosimilars. Republican Senate Finance Committee Ranking Member Chuck Grassley has 

gone so far as to say that McConnell sabotaged support for his bipartisan drug pricing bill 

with Ron Wyden.262 The Grassley-Wyden bill was championed by the Alliance for 

Affordable Medicine, stating that it would “address the misaligned incentives”, enabling 

greater access to generics and biosimilars.263 From July 1st to September 20th of 2019, 

McConnell’s campaign committees raised approximately $200,000 dollars from 

pharmaceutical companies and executives.264  

While biosimilars clearly have bipartisan support in the House and Senate, as 

evidenced by individual bipartisan bills, House and Senate leadership does not prioritize 

                                                
260 Owermohle, S. (n.d.). Pelosi’s drug bill clears its first round with small tweaks. POLITICO. Retrieved 
April 26, 2020, from https://politi.co/2BmWNUj 
261 Karlin-Smith, S., & Cancryn, A. (2019, September 10). Pelosi tries to split Trump, Republicans over 

drug pricing. POLITICO. https://politi.co/2ZSnbmP 
262 Lovelace, B. (2019, December 18). GOP Sen. Grassley says Mitch McConnell sabotaged support for his 

drug pricing bill. CNBC. https://www.cnbc.com/2019/12/18/grassley-says-mitch-mcconnell-sabotaged-
support-for-his-drug-pricing-bill.html 
263 Jeremias, S. (2020, March 18). CBO: Grassley-Wyden Bill Could Help Save More Than $94 Billion. 
Center for Biosimilars. Retrieved April 26, 2020, from https://www.centerforbiosimilars.com/news/cbo-
grassleywyden-bill-could-help-save-more-than-94-billion 
264 Shaw, D. (2019, October 18). After Record Haul From Big Pharma, McConnell Vows to Block Bill to 

Lower Drug Prices. Sludge. https://readsludge.com/2019/10/18/after-record-fundraising-haul-from-big-
pharma-mcconnell-vows-to-block-drug-pricing-bill/ 
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biosimilars as a key solution to high drug prices. The political discourse of drug pricing 

policy is fractured, as different parties with different interests have identified different 

solutions. The fractured nature suggests that biosimilars exist in a bipartisan middle 

ground, but also in a lukewarm space, where political opponents of biosimilars either 

view them as challengers to biologics that should be blockaded or as a solution to drug 

pricing that does not go far enough.  
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Discourse within PhRMA & Conclusion 

Congressional bipartisan bills demonstrate that there is a space for bipartisan 

agreement on biosimilars as a potential solution, as policies that would improve 

biosimilar uptake argue in support of biosimilars as a fundamental part of the 

pharmaceutical ecosystem. However, like Congress, PhRMA, the pharmaceutical 

manufacturer trade group, has a similar fracture between members who support and reject 

biosimilars. In response to the FDA’s release of their Biosimilar Action Plan (BAP) in 

2018, PhRMA released a statement, offering neither a full-throated support for nor 

rejection of biosimilars. The statement read, “We agree with the administration on the 

importance of fostering greater competition in the healthcare marketplace…While we are 

reviewing the proposals, we support science-based regulations that ensure patient 

safety.”265  

A polysemic reading of the PhRMA statement would reveal that “science-based 

regulations that ensure patient safety” could be read as either support for changes to 

interchangeability to better reflect scientific evidence from Europe or that PhRMA 

supports existing regulations that restrict biosimilars from being substituted by 

pharmacists absent of switching studies that prove interchangeable product status. The 

vagueness within the PhRMA public statement reflect an internal fracture, as PhRMA 

contains both manufacturers that have taken active attempts to undermine public trust in 

biosimilars in service of their biologic products and manufacturers that have committed 

billions of dollars of resources to develop biosimilars. The discourse within the 

                                                
265 PhRMA Statement on Biosimilars Action Plan. (n.d.). Retrieved April 26, 2020, from 
https://phrma.org/Press-Release/PhRMA-Statement-on-Biosimilars-Action-Plan 
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pharmaceutical manufacturer site is increasingly complicated by the split incentives of 

manufacturers who simultaneously make and sell both biologics and biosimilars. An 

advocacy for biosimilar uptake by a biosimilar manufacturer also tends to include 

separate arguments from that manufacturer that advocate for exclusivity protections for 

biologics. Biosimilar manufacturers who want their biosimilar products to succeed also 

want to ensure that their potentially more lucrative biologics can net as much profit as 

possible. Confronted with Congressional proposals of strict price control mechanisms 

like international reference pricing, greater biosimilar development and uptake initiatives 

would represent a far more palatable option for Big Pharma. However, PhRMA’s 

lukewarm statements on biosimilars suggest that pharmaceutical manufacturers do not 

perceive an impending reality of strict price. In the future, should Congress or a president 

begin to seriously consider the implementation of strict price control mechanisms, 

PhRMA may change its tune and begin to utilize support for biosimilars as a concession 

or compromise option. But the narratives around biosimilars today have an impact on 

future perceptions of biosimilar viability. It is important for PhRMA and its members to 

consider support for biosimilars an inevitable destination for the industry writ large. If the 

industry cannot effectively provide hope in eventual biosimilar viability, legislator 

pessimism towards biosimilar success may lead to the eventual passage of strict price 

controls. 

 The rhetorical ecology of biosimilar discourses is complicated by misinformation 

and split incentives. Biosimilar manufacturers clearly want to drive greater biosimilar 

uptake to net better revenue figures, but the biggest benefactors of biosimilar uptake 

could be insured patients, assuming that lower biologic or biosimilar prices translate to 
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lower copayments by patients. However, the current political and public health exigence 

for drug pricing solutions does not clearly manifest a narrative that defines biosimilars as 

the solution. While strict price control has high profile champions like Nancy Pelosi or 

Donald Trump, biosimilars do not have a figure of such stature that can effectively 

communicate across the site discourses about the value of and need for better biosimilar 

uptake. Consequently, the common script that was applied to generics to inspire doubt in 

generic safety and efficacy more conveniently slips into the public’s understanding of 

biosimilars than a narrative that biosimilar uptake policies would drive patient access. 

When evidence of historical context with generics, regulatory measures and political 

pressures are placed side by side, it makes clear that the many different voices and 

incentives that inhabit the public discourse around biosimilars muddle understanding. 

Where significant events like Martin Shkreli’s Daraprim price gouging can enable 

significant voices to coalesce around a single narrative interpretation, biosimilars 

advocates struggle to identify a similar common narrative that can easily sift through the 

noise that populates public biosimilar discussion. With generics, PEPFAR and the AIDS 

crisis established an exigency that enabled clear communication and a uniform narrative 

to develop across the healthcare ecosystem. For biosimilars, it may require a similar kind 

of crisis, such as a solution to high insulin prices or shortages in the US, to create a 

publicly palpable exigence for biosimilar support.  
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