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The American pharmaceutical system exemplifies a structural ethical failure, where 
access to life-saving drugs is mediated not by clinical urgency but by commercial 
valuation. While scientific innovation continues to advance, affordability and 
accessibility remain fragmented, especially for low-income communities and 
communities of color. This paper examines how corporate strategy, legal frameworks, and 
regulatory gaps converge to normalize exclusion. Drawing on ethical frameworks of 
consequentialism and distributive justice, it argues that preventable harm is not an 
unintended byproduct of the market, but an engineered outcome. Case studies, including 
insulin and hepatitis C treatments, demonstrate that exorbitant pricing is often 
safeguarded by patent gamesmanship, market opacity, and financial intermediaries. 
These mechanisms disproportionately burden the vulnerable while inflating industry 
profits. Moreover, the rhetoric of innovation is frequently weaponized to resist 
regulation, even as many so-called innovations yield minimal therapeutic gains. In 
response, this paper proposes reforms centered on public pharmaceutical infrastructure, 
centralized price negotiation, mandatory transparency, and patent law overhaul. These 
measures do not oppose innovation; they recalibrate it toward public good. Without 
structural change, innovation becomes a shield for inequity. True reform demands a 
system where the benefits of scientific progress are not auctioned to the highest bidder 
but shared as a matter of justice. 

“History will not remember how profitable our cures were, 
only how many were left to die waiting for them.” 
– Jonathan Lee 

AN ENGINEERED CRISIS 

In 2016, the average annual cost for insulin reached $5,705 
per patient in the United States, a drug that costs roughly 
$10 to manufacture per vial.1 For individuals managing di
abetes, a chronic and life-threatening condition, this fi
nancial burden often forces impossible tradeoffs: food or 
medication, rent or survival. The story is not unique to in
sulin. Cancer therapies, HIV treatments, and even emer
gency use medications like naloxone have experienced sim
ilarly steep price increases, regardless of production cost or 
public demand. The average list price of insulin has nearly 
tripled between 2002 and 2013 and has continued to rise 
since, despite being over a century old.2 While innovation 
in medicine continues to make remarkable strides, the real
ity for millions of patients is that these lifesaving advance
ments remain financially inaccessible, with nearly one in 
five adults reporting that they have rationed or skipped 
medication due to cost.3 

Pharmaceutical companies operate within a complex in
tersection of science, capitalism, and ethics. They are re

sponsible for advancing medical breakthroughs and making 
those breakthroughs available to patients. Yet unlike public 
health systems, pharmaceutical companies are driven by 
corporate imperatives, and profitability remains a core ob
jective. This tension between medical advancement and fi
nancial gain has led to growing ethical concerns, espe
cially as access to vital medications becomes increasingly 
restricted. While high prices are often justified by refer
encing research and development expenses or investor ex
pectations, such arguments lose their ethical weight when 
patients are excluded from care due to cost. While pharma
ceutical companies have a fiduciary duty to their sharehold
ers, it is ethically indefensible to prioritize profitability over 
drug efficacy and patient accessibility. This practice weak
ens public health systems, reinforces structural inequities, 
and betrays the duty of care owed to patients whose lives 
depend on access to affordable medications. 

The American pharmaceutical industry has not always 
operated under the model that is seen today. Prior to the 
1980s, most drug development in the United States was 
publicly driven, with federal agencies such as the National 
Institutes of Health funding the basic and early-stage re
search that underpinned pharmaceutical innovation. In 
fact, by the late 1970s, the federal government funded an 
estimated two-thirds of all biomedical research in the 
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country.4 During this era, discoveries made in publicly 
funded laboratories were generally placed in the public do
main or licensed non-exclusively, ensuring broader access 
to innovations.5 Drug pricing was also shaped by public re
imbursement structures. Programs like Medicare and Med
icaid negotiated or set reimbursement rates, which effec
tively constrained how much could be charged for many 
essential medications.6 

However, the passage of the Bayh-Dole Act in 1980 fun
damentally altered the landscape by allowing private com
panies and universities to patent publicly funded research, 
enabling them to commercialize discoveries that were once 
freely shared.7 This legislative shift marked a turning point, 
laying the groundwork for a profit driven model that prior
itizes intellectual property, exclusivity, and shareholder re
turns. 

Since the enactment of the Bayh-Dole Act, the pharma
ceutical industry has experienced a significant transforma
tion in its research focus and profit orientation. Notably, 
between 1998 and 2003, the U.S. Food and Drug Admin
istration approved 487 drugs, of which approximately 78% 
were identified as “me-too” drugs, medications that offer 
little to no therapeutic advantage over existing treatments, 
while the percentage of new drug approvals that were clas
sified as “first-in-class” treatments, those that represent 
real therapeutic breakthroughs, declined.8 This trend indi
cates a strategic shift towards developing drugs that can 
quickly enter the market with minimal research invest
ment, thereby maximizing profitability. Concurrently, the 
industry’s financial performance has outpaced many other 
sectors. For instance, from 2000 to 2018, large pharmaceu
tical companies reported a median gross profit margin of 
76.5%, significantly higher than the 37.4% reported by com
panies in the S&P 500 Index.9 From 1997 to 2016, industry 
promotional spending more than doubled to $30 billion an
nually, reflecting a shift in focus from discovery to market 
dominance.10 This evolution underscores a clear trend: the 
pursuit of revenue has increasingly dictated not only which 
drugs are brought to market, but also which populations 
can access them. The result is a system where research in
novation exists, but is often filtered through commercial vi
ability rather than medical necessity. 

CORPORATE STRATEGY OR ETHICAL 
ABDICATION? 

Today, pharmaceutical pricing is dictated less by produc
tion cost and more by strategic financial planning. Com
panies often set prices based on what the market will bear 
rather than on clinical value.11 These prices are protected 
and prolonged through an array of mechanisms: overlap
ping patents that delay generic competition, exemplified 
by the prostate cancer drug Xtandi, which has become a 
focal point in debates over patent abuse and government 
intervention; and exclusivity agreements with pharmacy 
benefit managers (PBMs) that secure favorable formulary 
placement in exchange for rebates or discounts.12,13 These 
dynamics, while legal, obscure true pricing structures and 
impede affordability. 

PBMs, GPOs, and other intermediaries play a significant 
role in shaping the final cost of medications. According to 
a 2019 analysis by the Commonwealth Fund, PBMs act as 
powerful intermediaries in the drug supply chain, often en
gaging in practices that lack transparency and dispropor
tionately benefit large insurers and wholesalers while ob
scuring the true cost of medications.13 These entities often 
profit not from lowering prices, but from negotiating favor
able contracts with manufacturers and insurers that main
tain high list prices while offering confidential rebates. At 
the same time, the United States lacks a centralized price 
negotiation system like those found in other high-income 
nations, leaving manufacturers free to set launch prices 
with little constraint or oversight. 

Another financial actor influencing pharmaceutical 
prices is the rise of private equity (PE) ownership within the 
healthcare sector. In recent years, PE firms have increas
ingly acquired 

pharmaceutical manufacturers and distributors, intro
ducing a model that prioritizes short-term financial returns 
over long-term public benefit. These acquisitions are often 
funded through leveraged buyouts that saddle target com
panies with debt, pressuring them to raise drug prices to 
meet aggressive investor expectations.14 A 2021 study 
found that PE involvement in healthcare is associated with 
price increases averaging 25 to 32 percent, even for essen
tial and generic medications.15 This financial engineering, 
while legal, invites ethical scrutiny. When pricing decisions 
are driven not by therapeutic value or production cost but 
by the need to deliver rapid profits to shareholders, access 
to care becomes increasingly compromised. The influence 
of private equity underscores the need for regulatory over
sight that considers not just clinical efficacy, but also the fi
nancial structures shaping the availability and affordability 
of essential drugs. 

Patent gaming also remains a key strategy in maintain
ing monopolistic pricing. As of 2023, the top twelve best 
selling drugs in the U.S. had an average of 125 patent ap
plications filed per drug, with companies using overlapping 
patents to block generic entry by an average of 38 years.16 

This extends exclusivity periods and stalls market compe
tition, effectively delaying affordable alternatives. As a re
sult, patients face limited options and inflated costs even 
after drugs should have become accessible. 

The interplay between middlemen, intellectual property 
law, and regulatory gaps reveals a system optimized not 
for equitable access or public health outcomes, but for the 
maximization of profit. Given this structure, the ethical 
question becomes inescapable: Are profit first strategies 
morally acceptable in a market where the stakes are human 
lives? 

CONSEQUENTIALISM AND THE COST OF 
EXCLUSION 

Consequentialism is an ethical theory that evaluates the 
morality of actions based on their outcomes, particularly 
the extent to which they promote overall good or minimize 
harm.17 Applied to, pharmaceutical industry, this lens re
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veals that prioritizing profit over accessibility produces 
consequences that are difficult to justify. The most evident 
outcome of current pricing practices is the restriction of life 
saving drugs to those who can afford them. A nationally 
representative study published in 2021 found that one in 
five U.S. adults who use prescription medications have ra
tioned or skipped doses due to high costs.3 When a system 
generates widespread suffering, delayed treatments, and 
preventable deaths, it fails the consequentialist standard of 
maximizing positive outcomes for the greatest number of 
people. 

Proponents of high pricing models often argue that prof
itability is essential for funding research and development. 
However, data show that the U.S. federal government con
tributed over $100 billion to research associated with every 
one of the 356 new drugs approved between 2010 and 
2019.4 Furthermore, profit margins in the pharmaceutical 
sector consistently outpace those in other industries, sug
gesting that the scale of profitability is not simply about 
reinvestment, but also about sustaining shareholder 
wealth. The consequence is a dual system: innovation ex
ists, but so does inaccessibility. Drugs that could transform 
or extend lives remain out of reach for those who need 
them most. 

A consequentialist analysis must interrogate not only in
dividual outcomes but also systemic inequities that result 
from pricing structures. High drug costs disproportionately 
burden low-income populations and communities of color, 
who are more likely to experience chronic illnesses but less 
likely to have consistent insurance coverage or disposable 
income to manage escalating pharmaceutical expenses. A 
2023 report from the Urban Institute found that 25% of 
low-income adults in the United States delayed or went 
without necessary prescriptions due to cost, compared to 
just 6% among high-income adults.¹8 These disparities are 
compounded by structural barriers, including underinsur
ance, transportation gaps, and provider shortages in med
ically underserved areas; each of these factors further delay 
and diminish access to essential medications.18 The result 
is not only worse health outcomes but a systematic erosion 
of health equity. 

Moreover, inflated pharmaceutical prices fracture public 
trust in the health care system itself. When life-extending 
treatments become inaccessible not because of clinical 
scarcity but due to economic exclusion, the public increas
ingly views health care as a commercial enterprise rather 
than a public good. This perception is not speculative. A re
cent KFF survey found that 79% of Americans believe drug 
prices are “unreasonable,” and over half report distrusting 
pharmaceutical companies to act in the public interest.19 

This erosion of legitimacy is particularly severe among his
torically marginalized populations, for whom the medical 
establishment has long been a site of exclusion and ex
ploitation. In this light, the moral failure of pharmaceutical 
pricing extends beyond access: it strikes at the foundational 
trust that enables systems of care to operate with social le
gitimacy. 

Ultimately, a system that privileges profit over access 
collapses under the weight of its own consequences. When 

those in need are left untreated while corporations accu
mulate wealth, the result is not a lapse in justice but a 
structured abandonment of it. This is not simply a policy 
failure or moral oversight. It is the deliberate preservation 
of a status quo where healing becomes a luxury, and suffer
ing is quietly priced into the margins. 

RATIONED ACCESS, UNEQUAL BURDENS 

Distributive justice centers on the principle that fairness 
should govern how benefits and burdens are shared across 
society.17 In the context of pharmaceutical pricing, this 
framework raises critical concerns about who gains access 
to life saving medication and who is excluded. If fairness 
is the essence of justice, then access to medicine, a funda
mental component of health and dignity, must not be teth
ered to income, geographic location, or insurance coverage. 
It should be grounded in the universal worth of the individ
ual, not the economic value assigned to their condition. 

Yet the current model continues to allocate medication 
based on market power rather than medical need. The 
United States has some of the highest drug prices in the 
world, while millions of uninsured or underinsured patients 
struggle to fill prescriptions.20 A 2023 report by the Na
tional Academies of Sciences, Engineering, and Medicine 
found that nearly one third of adults in the United States 
who depend on prescription drugs are forced to alter or 
abandon their treatment plans because of financial con
straints.4 This reality reveals a system that privileges com
mercial leverage over medical necessity, where access is not 
a function of need but a calculation of profit. 

Still, defenders of the current model argue that pricing 
flexibility is essential for driving innovation. But how 
strong are these claims under ethical scrutiny? 

INNOVATION AS ETHICAL CAMOUFLAGE 

Opponents of regulating drug prices argue that profitability 
is indispensable to innovation. According to the Pharma
ceutical Research and Manufacturers of America (PhRMA), 
high returns are necessary to support the enormous costs 
and risks associated with drug development.21 They argue 
that without strong financial incentives, companies would 
lack the resources and motivation to pursue ambitious re
search agendas or develop breakthrough therapies. This 
perspective presents the pharmaceutical industry as a frag
ile yet vital ecosystem in which any interference risks sti
fling medical progress. 

However, this defense rests on a selective reading of 
the facts. While it is true that private companies invest 
heavily in clinical trials and commercialization, public sec
tor research lays the foundation for many transformative 
treatments. According to a 2023 National Academies report, 
every one of the 356 new drugs approved between 2010 and 
2019 had been supported by NIH-funded science.4 From the 
mRNA technology behind COVID-19 vaccines to oncology 
agents targeting specific pathways, initial discoveries often 
stem from taxpayer-backed research institutions. If profit 
were the sole engine of innovation, such massive public 
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investment would not be the backbone of early-stage re
search. 

Moreover, the assumption that high prices are synony
mous with high innovation is increasingly untenable. Some 
of the highest grossing drugs in the United States, such as 
Humira, Revlimid, and Lantus, offer only incremental ben
efit over existing alternatives.6 Yet, these products main
tain premium pricing not through clinical superiority, but 
through layers of patent protection, evergreening strate
gies, and aggressive marketing. This indicates that prof
itability is not always a reward for meaningful innovation 
but often a function of monopolistic protection. 

Others argue that price regulation would lead to short
ages or compromise drug quality. This concern has been 
echoed in public statements by PhRMA and certain market 
analysts; however, international comparisons offer com
pelling counterpoints. Countries such as Germany, the 
Netherlands, and Australia all employ centralized price ne
gotiation mechanisms or cost-effectiveness thresholds, yet 
they maintain high standards of care, rapid access to new 
drugs, and robust pharmaceutical sectors. These countries 
use health technology assessments (HTAs) or reference 
pricing models to ensure fair reimbursement while foster
ing innovation.22 Their success undermines the claim that 
deregulated pricing is a prerequisite for scientific advance
ment. These global models suggest that maintaining high 
standards of care does not require unrestricted pricing, and 
that market oversight can coexist with innovation and pub
lic benefit. 

In truth, the industry’s resistance to reform reveals less 
about economic necessity and more about political will. 
Many of the arguments used to justify the status quo are 
not empirical truths but rhetorical shields. A system that 
excludes the sick in the name of shareholder value may be 
legally permissible, but it is not ethically defensible. 

DISCOVERY WITHOUT DELIVERANCE 

Real-world case studies illustrate how the prioritization of 
profit over patient accessibility produces consequences that 
align with neither medical responsibility nor moral reason
ing. The insulin market in the United States offers one of 
the most damning examples. Insulin, discovered in 1921 
and once gifted to humanity without a patent, has become 
a commercial monopoly with life-or-death implications for 
millions of Americans. Despite costing manufacturers be
tween $2 to $4 to produce a vial of insulin, the average 
list price for a vial in the United States was approximately 
$98.70 in 2018, compared to $14.40 in Japan, $12 in 
Canada, $11 in Germany, and $7.52 in the U.K.23,24 This 
price inflation is not the result of scarcity or innovation 
but the product of a triopoly, Eli Lilly, Novo Nordisk, and 
Sanofi, control over 90% of the global insulin market.25 

These firms have engaged in near-identical pricing pat
terns, a practice critics have called “shadow pricing,” ef
fectively locking patients into unaffordable payment struc
tures without meaningful competition.25,26 A 2022 study 
found that nearly 1.3 million U.S. adults with diabetes ra
tioned insulin in the past year; among them, over 70% 

were under the age of 65 and therefore not eligible for 
Medicare’s $35 insulin cap.27 The consequence is a quiet 
epidemic: preventable hospitalizations, amputations, and 
deaths that disproportionately impact low-income commu
nities and communities of color. These outcomes are not 
unfortunate oversights in a complex system; they are the 
direct result of market structures that price necessity be
yond reach and force the most vulnerable to make impossi
ble choices between health and survival. 

Another example is the pricing strategy for hepatitis C 
treatments such as Sovaldi, produced by Gilead Sciences. 
Upon its release, the drug was hailed as a revolutionary 
cure, boasting a 90 percent success rate. But its $84,000 
price tag for a 12-week course sparked public outrage. A 
2015 investigation by the U.S. Senate Finance Committee 
revealed that Gilead intentionally set a high launch price 
knowing it would restrict access, prioritizing revenue goals 
over patient outcomes. Internal documents emphasized a 
strategy focused more on financial performance than on 
therapeutic reach, even as public health agencies raised 
alarms. This example demonstrates how pricing decisions, 
when made in pursuit of profit, can undermine the ethical 
foundation of medical care by placing corporate earnings 
above human lives.28 

What unites these cases is not a failure of innovation, 
but a deliberate engineering of inaccessibility. When med
ical breakthroughs exist but remain out of reach, the prob
lem is not scientific; it is moral. The consequences are not 
theoretical abstractions but real and measurable harms: 
shortened lifespans, preventable suffering, and the erosion 
of patient autonomy. These examples are not mere lapses 
in policy; they are emblematic of a system that mistakes 
economic efficiency for ethical legitimacy. Together, they 
reveal the moral failure embedded in a system that allows 
medical miracles to exist in parallel with preventable suf
fering. These are not unfortunate anomalies but predictable 
outcomes of a framework that has lost sight of its most es
sential duty: to place human well-being above financial re
ward. 

POLICY REDESIGN FOR ETHICAL REALIGNMENT 

To meaningfully confront this ethical crisis, pharmaceutical 
reform must be anchored in a vision of health care that 
places human dignity at its center. Economic efficiency 
alone cannot justify a model that prices survival beyond 
reach. Instead, reform should be guided by principles of eq
uity, transparency, and collective responsibility. 

One foundational step could involve expanding public 
pharmaceutical infrastructure to serve as a complementary 
force alongside private manufacturers. This institution 
would focus on producing essential medications that the 
private sector has priced beyond reach or deprioritized due 
to low profitability. International models provide com
pelling evidence of the efficacy of such systems. For in
stance, Sweden’s Apoteket AB, a state-owned enterprise, 
ensures the availability of essential medicines while coex
isting with private entities. Similarly, Brazil’s Farmanguin
hos, a public pharmaceutical laboratory, plays a pivotal role 
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in producing and distributing affordable medications, par
ticularly for neglected diseases.29 By intervening in markets 
where commercial incentives have failed to meet public 
health needs, a public pharmaceutical option could reintro
duce competition based on access and affordability, not ex
clusivity or shareholder return.5 Such a body would intro
duce competitive pressure to lower prices while ensuring 
that medications critical to life and well-being remain 
available regardless of commercial viability. 

Beyond public manufacturing, the United States must 
implement a centralized price negotiation system. The In
flation Reduction Act (IRA) of 2022 marked a significant 
policy shift by allowing Medicare to negotiate prices for se
lect high-cost drugs.30 While this represents progress, its 
scope is limited, covering only a fraction of the pharmaceu
tical market and excluding many patients outside Medicare. 
Moreover, the negotiation process under the IRA is con
strained by statutory criteria and timelines, potentially lim
iting its impact on broader drug pricing dynamics. To build 
upon the IRA’s foundation, the U.S. could adopt more com
prehensive price regulation models akin to those employed 
by other high-income countries. The World Health Organi
zation (WHO) advocates for policies such as external ref
erence pricing, where drug prices are benchmarked against 
those in comparable markets, and value-based pricing, 
which aligns prices with therapeutic benefits.29 The Or
ganisation for Economic Co-operation and Development 
(OECD) also highlights the effectiveness of centralized 
price negotiations in achieving cost containment without 
compromising access or innovation. By empowering federal 
agencies to negotiate directly with pharmaceutical compa
nies, drug prices can be brought in line with clinical value 
rather than speculative profit. This is not unprecedented; 
nearly every other high-income country employs such a 
strategy to balance innovation with accessibility.31 Institut
ing price negotiation would also create pressure to justify 
pricing with data on therapeutic benefit and development 
costs, rather than market tolerance alone. 

Transparency is also essential. Mandating disclosure of 
R&D expenditures, pricing methodologies, and rebate 
structures would shift pharmaceutical accountability from 
shareholders to patients. A 2021 study published in JAMA 
Health Forum found that the median cost of developing 
a single cancer drug was $684 million, while the median 
revenue after approval was $14.50 billion, an over 20-fold 
return on investment.32 Currently, companies can obscure 
the true cost of drug development while charging exorbi
tant prices under the guise of innovation. This massive dis
parity underscores how limited transparency enables pric
ing that reflects market tolerance rather than therapeutic 
value. Full disclosure would expose when pricing is preda
tory rather than purposeful. 

Finally, patent law must be reformed to dismantle the 
legal scaffolding that sustains monopolies. Curbing patent 
evergreening and limiting the abuse of secondary patent 
filings would allow generics and biosimilars to enter the 
market faster, widening access and decreasing cost without 
compromising innovation. This is not an attack on intellec
tual property. It is a call to ensure that the patent system 

fulfills its intended function: to reward genuine innovation 
without enabling indefinite monopolies that hinder access. 
According to a 2021 report by the U.S. House Committee 
on Oversight and Reform, AbbVie filed 257 patent applica
tions for just two drugs, Humira and Imbruvica, delaying 
competition and generating more than $170 billion in U.S. 
revenue.33 Meanwhile, the Alzheimer’s drug Namenda was 
modified from a twice-daily to a once-daily formulation 
shortly before patent expiry, a tactic the Federal Trade 
Commission labeled as anticompetitive “product hop
ping.”34 These examples are not anomalies but calculated 
strategies embedded in the pharmaceutical patent play
book. Without legal safeguards to prevent such abuses, ex
clusivity becomes exploitation. Patent reform is not simply 
a regulatory adjustment; it represents an ethical obligation 
to realign the incentives of innovation with the broader re
sponsibility to ensure equitable access to life-saving treat
ments. 

These proposals represent more than technical adjust
ments to a broken system. They reflect an urgent ethical 
imperative to redefine how society conceives of health, ac
cess, and justice. For too long, the pharmaceutical industry 
has functioned as an enterprise of exclusion, placing the 
burden of innovation on the shoulders of the vulnerable 
while extracting value from suffering. But medicine, in its 
truest form, is not a market transaction. It is a social 
covenant rooted in care, responsibility, and the preserva
tion of life. 

CONCLUSION: THE MORAL LEGACY OF OUR 
ERA 

In a nation with immense scientific capacity and economic 
power, the continued inaccessibility of essential medica
tions is not a necessity; it is a deliberate policy outcome. 
Like all choices, it reflects the values of society. If life-sav
ing treatments are allowed to be rationed by wealth, soci
ety is not advancing; it is retreating into a system that con
dones inequality as an inevitability. This paper has argued 
that prioritizing profitability over efficacy and accessibility 
is not only unsustainable but morally indefensible. 

In the end, the question is not whether we can afford 
to treat people. It is whether we are prepared to measure 
justice not by the strength of financial systems, but by the 
reach of our compassion. If we believe life has value, then 
we must build a system that reflects that belief. 

The answer to this question will define not only the fu
ture of public health, but the moral legacy of how our era 
chose to value human life. 
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