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The pharmaceutical industry has leveraged public policy to its benefit, prohibiting the
federal government from discounts on drug prices through bulk purchases while using the
tax code to develop Patient Assistance Foundations to claim charitable contributions as
well as justifying moving income overseas to reduce tax liability. Consumers and taxpayers
are left covering the costs of Big Pharma’s corporatism. Regulatory reforms are proposed to
make drug companies more socially responsible.
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A

lthough the expansion of the pharmaceutical industry during the 20th century
introduced prescription medication as an essential component of health care in
industrialized nations, it was not until the 21st that large pharmaceutical companies, commonly called Big Pharma, shaped public policy in accord with their interests.
Through trade associations, the pharmaceutical industry influenced Congress and federal agencies to create an optimal economic environment. Illustrative of “corporatism”
(Forder, Caslin, Ponton, & Walklate, 1984), Big Pharma obtained concessions from the
federal government regarding prices, penalties for unlawful conduct, financial incentives,
and tax deductions that were unique. Because these were consolidated during the early
2000s, pharmaceutical firms comprised a powerful industry, which not only enjoyed special privileges compared to corporate counterparts but also served as a model for shaping
health care policy (Plender, 2015; Reich, 2015). Ultimately, the influence of Big Pharma
would affect consumers through aggressive marketing and high prices as well as leaving
taxpayers responsible for tax benefits engineered by the pharmaceutical industry.
The influence of Big Pharma on social policy has occurred in two phases: First, trade
associations shaped public policy through the 2003 Medicare Modernization Act (MMA)
and the 2010 Affordable Care Act (ACA) so that drug companies were free to set prices
on medication (Brill, 2015). Second, Patient Assistance Foundations (PAFs), charitable
organizations that provided tax benefits to Big Pharma for selling medication to foundations that gave it to indigents in the United States and overseas, provided substantial
reductions in tax liability for pharmaceutical companies. Because prescription medication has become a fixture in American health care, the conduct of Big Pharma becomes
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essential to understanding the social welfare of Americans as well as the practices of
health care providers.
Big Pharma attracted criticism because drug companies engaged in corporate practices
that appeared to diverge from concern for the public’s health. The pharmaceutical industry has been accused of contributing to the nation’s pricey health care, which produced
outcomes below those of other industrialized nations (Abramson, 2008). More specifically, the manipulation of clinical trials, lax regulatory oversight, and aggressive marketing
of medication contributed to iatrogenic outcomes that were sometimes fatal (Goldacre,
2012). Critics have accused the drug industry of creating psychiatric disorders that required
medication at the same time funding advocacy organizations for the mentally ill to fabricate markets for its products (Whitaker, 2010). In a highly competitive industry, drug
companies resorted to questionable practices to generate profits and innovative ways to
dodge taxes. In addition to manipulating the Internal Revenue Service (IRS), Big Pharma
also used the U.S. Food and Drug Administration (FDA) to advance its agenda, an illustration of “regulatory capture” (Hawthorne, 2005).

LOBBYING BY BIG PHARMA
Although drug companies were established during the late 19th century when chemical
companies began mass-marketing pills, such as aspirin, it was not until the discovery of
antibiotics during the 20th century that a pharmaceutical industry evolved. Trade associations soon emerged to advance industry interests. In 1958, the Pharmaceutical Research
and Manufacturers of America (PhRMA) was established as the trade association promoting research on medicines and policies favorable to member companies. Later, advances
in biotechnology and its commercialization resulted in the creation of the Biotechnology
Industry Organization (BIO) in 1993. In collaboration with other health trade associations, such as the American Medical Association, the American Hospital Association,
the Federation of American Hospitals, and America’s Health Insurance Plans, and orchestrated by the U.S. Chamber of Commerce, PhRMA and BIO could enlist powerful allies
in advancing industry interests in public policy.
As shown in Figure 1, pharmaceutical companies complemented by trade associations
PhRMA and BIO increased their lobbying expenditures to influence what would become
Part D of Medicare, the prescription drug benefit, with passage of the Medicare Modernization Act in 2003.
In 2002, the top 15 pharmaceutical interests invested $82.5 million in lobbying around
a prescription drug benefit for Medicare; the year MMA was passed, 2003, expenditures for
lobbyists was $81.5 million. The key provisions of MMA further expanded federal subsidies for the pharmaceutical marketplace: prescription drug plans (PDPs) would be provided
through pharmacy benefit managers (PBMs) and subsidies would be available for low-income
beneficiaries, including those on Medicare and Medicaid. By 2009, 9.6 million older persons
received federal subsidies. Beyond the prescription benefit, MMA included a $14 billion
fund to further the development of Medicare Advantage, an inducement for seniors to enroll
in health maintenance plans. Finally, MMA included a “noninterference clause” which prevented the federal government from bargaining directly with pharmaceutical companies to
reduce the price of drugs. “Every other large purchaser—from the Veterans Affairs (VA) system to Aetna and General Motors—negotiates for favorable prices [on pharmaceuticals],”
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Figure 1. Expenditures of Top 15 pharmaceutical lobbyists in thousands of dollars. Sen.Coal. 5
Senior Coalition; PhRMA 5 Pharmaceutical Research and Manufacturers of America; BIO 5 Biotechnology Industry Organization.

observed Marcia Angell, editor-in-chief of New England Journal of Medicine, “But not
Medicare—potentially the biggest purchaser of them all” (Angell, 2005, p. 194). Budgeted
at $400 billion over the subsequent decade, MMA would prove a windfall for pharmaceutical companies. To influence what would become the 2010 Affordable Care Act, Big Pharma
hired more lobbyists than health insurers, nursing homes and hospitals, and professional
associations, and all-to-good effect because the law that emerged continued the prohibition
against federal bulk purchasing of drugs to discount prices.

DRUG-PRICING SCANDALS
Banned from negotiating discounts, the federal government watched as drug prices skyrocketed. Although higher drug prices posed a problem for the uninsured, consumers with
insurance or eligible for government health care benefits also struggled to pay for prescriptions. In 2013, the National Center for Health Statistics noted that people use alternative
methods to lower their spending because of increasing drug costs, depending on their age,
income, and type of insurance. As shown in Figure 2, these methods include not taking
the drug as prescribed (such as skipping doses), asking a doctor for a less expensive medication, buying drug(s) from other countries, and using alternative therapies.
In the fall of 2015, the pharmaceutical industry was rocked by scandal when Turing
Pharmaceuticals, recently acquired by hedge fund manager Martin Shkreli, boosted
the price of Daraprim, a medication frequently prescribed for patients with HIV/AIDS,
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Figure 2.

Strategies for addressing high drug costs. From CDC/NCHS. National Health
Interview Survey, 2013. Retrieved from http://www.cdc.gov/nchs/nhis/index.htm

from $13.50 per pill to $750 per pill (Izadi, 2015). Public outcry resulted in not only
Shkreli’s vilification for exploiting the medically needy but also his ejection from BIO, a
pharmaceutical trade industry association (Cha, 2015). Although the scandal prompted
a competitor to market a comparable drug at a lower price, it revealed a dark underside
of the pharmaceutical industry: unregulated by the federal government, drug pricing was
highly volatile. For example, Zaltrap, an oncology medication, was priced at $11,000 per
month until oncologists balked; subsequently, the manufacturer, Sanofi, halved the cost
(Cha, 2015). Two anticholesterol drugs, Repatha and Praluent, were priced at $14,100 per
year and $14,600 per year, respectively, although an analysis by the Institute for Clinical
and Economic Review indicated that the drugs should cost less: $3,615–$4,811 annually
(Pollack, 2015a). Once KV Pharmaceutical received exclusive rights to market a synthetic hormone to prevent preterm births, it raised the price for an injection from $1,500
to $15,000 (Surowiecki, 2015). Valeant Pharmaceutical International increased the price
of topical cancer creams, Targretin from $1,687 in 2009 to $30,320 in 2015 and Carac
from $159 in 2009 to $2,865 in 2015 (Pollack, 2015b). When Gilead Sciences introduced
a new Hepatitis C drug, it considered pricing from $50,000 to $115,000, eventually settling on $84,000; the firm’s next Hepatitis C drug was projected to cost $94,500 (Johnson
& Dennis, 2015). Quickly, Democratic and Republican presidential candidates called for
a review of drug pricing policies (Pear, 2015).
On the defensive, a PhRMA official complained that insurance company copays and
federal delays in approving drugs contributed to higher prices (Ferris, 2015).

COURT SETTLEMENTS
As lobbying around MMA and ACA indicate, the relationship between Big Pharma and
the federal government is complex, involving the Department of Justice (DOJ) as well as
the FDA. When Big Pharma has been found in violation of federal law, the DOJ investigates, often negotiating fines, as shown in Figure 3. The primary violation is price-gouging
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Figure 3. Violations by pharmaceutical firms, November 2, 2010–July 18, 2012. From
Almashat, S., & Wolfe, S. (2012). Pharmaceutical industry criminal and civil penalties. Retrieved from
http://www.citizen.org/documents/2073.pdf
government health care programs, followed by illegal promotion, which together account
for more than three-fourths of offenses.
Pharmaceutical companies agreed to multiple settlements for various infractions;
between 2010 and 2012, the number of financial penalties totaled $10.12 billion, detailed
in Table 1.
Such penalties represent a small fraction of annual profits: For 2012, the top 11 pharmaceutical companies reported profits of $85 billion (Hartmann, 2013). Between 1991 and
2012, Big Pharma incurred $29.53 billion in fines for 303 violations. During this period, 42
of 87 settlements involved pharmaceutical companies that had established PAFs, including 9 of the top 10 PAFs (Almashat & Wolfe, 2012).
Absent government price controls or effective competitive pricing, Big Pharma has
engaged in illegal conduct, typically overcharging for medication. The frequency of such
illegitimate activity indicates a pattern of behavior as opposed to isolated events. Such
conduct has prompted investigations by the DOJ; however, a preference for “deferred
prosecution” as opposed to charging individuals for crimes, has resulted in fines instead
of prison terms. The advantage of “deferred prosecution” has been that it saves the DOJ
years of labor intensive and costly depositions and document reviews, while generating
almost instant settlement revenues. Another justification for preferring fines over prosecuting individuals has been that the DOJ’s objective is altering corporate culture so as to
prevent future mischief; however, an unintended consequence often results. Quite aside
from sacrificing individual accountability, corporations learn that the DOJ will not pursue
corporate officers but prefer fines instead. As federal judge Jed Rakoff (2015) recounted,
Pfizer incurred fines in 2002, 2004, 2007, and 2009 for encouraging off-label prescriptions,
paying physicians to pen articles promoting medication, among other violations only to
pay a $2.3 billion fine; no corporate executive was charged. If penalties for infractions
can be absorbed by significant profit margins, generated by limitless price increases, then
Big Pharma’s business model can anticipate settlements for overcharges and kickbacks,
absorbing legal costs in rising profits, effectively monetizing justice.
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Table 1.

Ten Largest Penalties, November 2, 2010–July 18, 2012

Company

Penalty

Federal/State

Year

Violation

Medication

GlaxoSmithKline

$3.0 billion

Federal

2012

Illegal
promotion,
kickbacks,
overcharging

Paxil,
Wellbutrin,
Avandia

Abbott

$1.5 billion

Federal

2012

Illegal promotion, kickbacks

Depakote

Johnson &
Johnson

$1.2 billion

State
(Arkansas)

2012

Illegal promotion

Risperdal

Merck

$950 million

Federal

2011

Illegal promotion

Vioxx

Daiichi Sankyo

$500 million

Federal

2012

Poor manufacturing, concealing
study findings

Multiple

Johnson &
Johnson

$327 million

State (South
Carolina)

2011

Illegal promotion

Risperdal

Boehringer
Ingelheim

$280 million

Federal

2010

Overcharging

Multiple

Mylan

$280 million

Federal

2010

Overcharging

albuterol,
cromolyn
sodium,
ipratropium

Elan Corporation

$204 million

Federal

2010

Illegal promotion, kickbacks

Zonegran

Johnson &
Johnson

$158 million

State (Texas)

2012

Illegal promotion

Risperdal

From Almashat, S., & Wolfe, S. (2012). Pharmaceutical industry criminal and civil penalties. Retrieved from
http://www.citizen.org/documents/2073.pdf

Big Pharma also influences the FDA. In 2007, the FDA Amendments Act included a
voucher that encouraged drug companies to develop medication to treat rare diseases by
offering an expedited review, shortening the period of regulatory evaluation. For example,
the annualized price of three cancer drugs in 2004 was Iressa $20,400, Avastin $52,800,
Erbitux $161,000 (Hawthorne, 2005), whereas the last 10 cancer drugs approved in 2015
averaged $190,217 per year (Harris, 2015). The period of expedited review was about
half the length of standard review, permitting pharmaceutical companies the opportunity
to market drugs sooner, generating income; because the expedited review voucher was
tradable, it held implicit economic value. The month after the Daraprim flap, Martin
Shkreli provoked another pricing controversy after acquiring KaloBios Pharmaceuticals,
which had been producing benznidazole for Chagas disease, a tropical parasite causing
heart damage. When sales of benznidazole slowed, the original producer of the medication, Roche, donated its remaining supplies to a state-owned company in Brazil; later,
an Argentine company sold the medication for $50–$100 for a 2-month course of treatment. When Shkreli suggested that a version of the medication would be sold by Turing
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Pharmaceuticals at the price of Hepatitis C drugs, $60,000–$100,000, another round of
criticism ensued. However, industry observers speculated that this was a smoke screen for
Shkreli’s real motive, which was to acquire an expedited review voucher that could then
be sold to another drug companies for as much as $350 million (Pollack, 2015c).

PATIENT ASSISTANCE FOUNDATIONS
In addition to the DOJ and FDA, Big Pharma influences the IRS. In an important respect,
PAFs represent a counterpoint to the depiction of Big Pharma as essentially self-serving,
an industry benefitting from well-heeled lobbyists, manipulating demand for unnecessary
medication, and paying for shadowy product endorsements. For decades, pharmaceutical
firms have fought disease in the Third World, developing and distributing drugs that have
cured some of the poorest people on the planet from the ravages of preventable diseases.
Since 1988, for example, Merck’s Ivermectin Donation Program has distributed medication through the World Health Organization (WHO) to treat river blindness. Aventis has
also partnered with the WHO and Médecins Sans Frontières to distribute drugs to counter
African-sleeping sickness (Thomas, 2002, pp. 11–12).
Such charitable impulse has assumed a quite different character in the United States,
however (Figure 4). PAFs are nonprofit organizations, which provide medication to those
who cannot afford prescriptions. Since 2000, PAFs have expanded rapidly, playing a vital
role in providing drugs to indigent and uninsured Americans. In 2015, PAFs occupied 10
of the top 12 slots in foundation giving, as a group accounting for more than $6 billion,
twice the largest philanthropy, the Bill and Melinda Gates Foundation. Between 2001 and
2013, the largest PAFs eclipsed venerable philanthropies, such as the Ford Foundation,
reporting $560 million in total giving in 2013, and the Robert Wood Johnson Foundation,
$338 million in contributions. The largest PAFs have grown at an annual rate of 67%,
despite the economic downturn of the Great Recession.

Figure 4. Contributions to Patient Assistance Programs/Foundations in millions of dollars by
year. Source: Author’s tabulation from Giving USA, New York: author, 2014.
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Figure 5. Charitable giving by sector in billions of dollars. Fnd’n Giv $B 5 Foundation Giving in Billions of US dollars; Corp Giv $B 5 Corporate Giving in Billions of US dollars; H’lth
Giv $B 5 Charitable Giving to Healthcare in Billions of US dollars; Pharma $B 5 Patient Assistance Foundation Giving in Billions of US dollars.
With their rapid growth, PAFs have played an expanding role in American philanthropy. As a percentage of corporate giving, PAFs increased from 10.4% in 2007 to 30.8%
in 2012, peaking at 35.6% in 2011 (McCambridge, 2013).
As noted in Figure 5, PAFs have grown to become a significant presence in the philanthropic landscape; in a little over a decade, the increase in PAF contributions has paralleled a steady expansion in corporate charitable activity.
The federal tax system has contributed to the growth of PAFs. In 1984, the IRS introduced an enhanced deduction for perishable items, which was equal to the production cost
of the item plus one-half of fair market value (FMV). This proved attractive to Big Pharma
because its inventory of medication had a limited shelf life (Ford & Leib, 2010). Consider
the following illustration: A drug with a FMV of $10.00 but cost $3.00 to produce is sold
to a PAF for $2.00, representing a gift of $8.00. The $3.00 production cost divided by 2/10
of the cost basis yields a sale value of $0.60 and a gift value of $2.40. However, IRS rules
permit the gift value to double because of the perishable nature of the product, yielding a
charitable benefit of $4.80, significantly above the base production cost of $3.00. The consequence of accelerated deductions can be paradoxical: Depending on the value of medication in question, drug firms have been accused of “dumping drugs” that are perishable
(Thomas, 2002, pp. 6–7).
Regardless of Big Pharma’s generosity, PAFs are decidedly weak, with respect to accountability. PAFs report to the IRS via form 990-PF, which only account for the gross value
claimed as a charitable contribution. Although some PAFs report the number of beneficiaries, others omit declaring how many patients benefit nor are the volumes of specific
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medications specified. As Mark Thomas observed, “There is no paper trail directly back to
[a] recipient demonstrating that the donation actually makes it to the beneficiary” (2002,
p. 10). Indeed, the mechanics of PAFs are revealed only via IRS audit, leaving Big Pharma
in control of information, which is considered proprietary.
Big Pharma also affects the IRS through “inversion,” moving income off-shore to avoid
taxes. Inversions are the result of disparate taxation in home countries; lower taxes for
foreign firms offer a competitive advantage compared to companies confronted with
higher taxes at home. Significant disparities may be sufficient to induce an American drug
company to acquire a foreign firm to claim that it is no longer subject to U.S. taxation,
taking advantage of lower taxes abroad. Thus, inversions become inevitable in a global
economy where industries have become truly international (Barro, 2014). In this respect,
the economics of Big Pharma came under further scrutiny when Pfizer and Allergan
announced a $150 billion merger. Not coincidentally, the merger featured an inversion
because Irish Allergan’s purchase of the larger American company, Pfizer, would have permitted the latter to reduce its tax exposure from 15% in the United States to 4.8% in
Ireland for 2014, a windfall. In 2014, Pfizer transferred $74 billion offshore to reduce its
federal taxes (de la Merced, 2015). Although Pfizer was roundly criticized for exploiting
the U.S. tax code, only a few years earlier, its CEO, Jeff Kindler, had proven adept at optimizing the company’s relationship with the federal government; Kindler not only chaired
PhRMA, supporting passage of the ACA, but also implemented a PAF, which distributed
70 Pfizer medications to indigent and uninsured Americans (Harris, 2015).
Corporate tax avoidance, justified by increasing competition attendant with economic
globalization, presents a fundamental problem for welfare states (Stoesz, 2016). Following
Piketty (2014), Atkinson (2015) has proposed an alternative minimum tax that corporations could chose to pay instead of the tax imposed by their home country. As groups
of nations, such as those belonging to the Organization for Economic Cooperation and
Development, regionalize taxes, this option becomes more attractive than permitting
international companies from evading taxes altogether through inversions. Set appropriately, companies would have to choose between paying a slightly higher tax as opposed
to expending significant sums for relocation. This is a compelling solution to inversions
by drug companies because pharmaceutical manufacturing occurs predominantly in
developed nations, which provide the physical and social infrastructure that the industry
requires.
Tax avoidance aside, there is little doubt that free medication is an enormous benefit
to low-income Americans who cannot afford drugs that may prove lifesaving. Indeed, the
high cost of some medication would far exceed the disposable income of middle-income
households. From a macroeconomic perspective, however, the issue warrants scrutiny
insofar as the tax benefits granted Big Pharma represent costs ultimately shifted to individual and corporate taxpayers. As a complement to the penalty versus profit calculation
that has become part of Big Pharma economics, PAFs represent another benefit to Big
Pharma. Having configured the tax code to effectively double the value of PAF contributions, pharmaceutical companies can claim deduction rates greater than those available
not only to other industries but also individual tax payers. Big Pharma thus enjoys a twofold advantage, both with respect to limitless pricing and charitable giving. In this respect,
the drug industry has configured capitalism to defend its interests vis-à-vis government
regulation: In response to comparatively high corporate tax rates, provisions of MMA
and ACA have not only prohibited the federal government from negotiating lower prices
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through bulk prices but also jiggered IRS policy so that charitable contributions through
PAFs have increased value, effectively lowering firms’ tax liability. Although this may
appear to be functionally adaptive from an economic standpoint, egregious marketing
practices as well as overcharging government for medication make Big Pharma an apt
target for derision.

THE FUTURE OF DRUG POLICY
Since the Progressive Era, regulation has become a preferred method for conforming capitalism to the public interest. Indeed, the 1906 Pure Food and Drugs Act established the
FDA to protect citizens from contaminated food and polluted medication. The excesses of
Big Pharma, which involve several federal agencies—the FDA, IRS, and DOJ—represent
a resurgent corporatism that warrants a reassertion of regulatory oversight. Reforms should
include the following:
• Cancelling the prohibition against federal bulk purchasing of medicine, a provision of MMA
and ACA
• Treating PAFs like other charitable foundations, requiring documentation regarding number
of patients served, volume, and value of medication distributed
• After one deferred prosecution, aggressively pursuing charges against individual corporate
executives engaged in unlawful conduct
• Discourage inversions by allowing drug companies to pay an alternative minimum tax as
opposed to the corporate tax imposed by their home country.

The excesses of corporatism, as engineered by Big Pharma, are subject to correction
insofar as the political economy of the United States is democratic capitalism, which
provides citizen redress through the polity when corporations are guilty of misconduct.
Reich (2015) has argued that capitalism, as a social construct, requires continual upgrades
to benefit the public. Indeed, public policy has paralleled economic transformation since
industrialization and the Progressive Era prompted deployment of the FDA, so a new regulatory regime is indicated in light of the excesses of Big Pharma during the postindustrial
era. Drug companies are an indispensable part of American health care, however, they can
be more socially responsible through prudent regulation.
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